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KPATKA XAPAKTEPUCTHUKA HA PO

1. HUME HA JEKAPCTBEHUA ITPOAYKT

CIPRALEX 5 mg dunmupann TabneTkn
CIPRALEX 10 mg ¢unmupann tabneTka
CIPRALEX 15 mg dunvupanu Ta0bmeTky
CIPRALEX 20 mg dumvupann Ta0bneTKu:

2. KAYECTBEH 1 KOMMMYECTBEH CBCTAB

Cipralex 5 mg: Bcaka TabneTKa chAppxa 5 mg ecuuTanompaM (roy Gopmara Ba OKCANIAT)

Cipralex 10 mg: Bcska tabierka ceabpixa 10 mg ecnutanonpaM (nox hopMara Ha OKCANAT)
Cipralex 15 mg: Bcska Tabnerka CpabpKa 15 mg ecuuranomnpaM (nox ¢opmara Ha OKCaliar)
Cipralex 20 mg: Bcsaka Tabinerka cpabpxa 20 mg ecumranompaM (non gopmaTa Ha OKCAJIAT)

3a ITBJIHUS CIIMCHK Ha IIOMOIIHMTE BEIlIecTBa, BK, TOUKa 6.1,

3. JEKAPCTBEHA ®OPMA
Ounmupana TabneTka.

Cipralex 5 mg: Kprwrina, 0si1a dunmupana tabnerka ¢ obo3gauenune “EK” or exgara crpana.
Cipralex 10 mg: Opanna, 6ana, ¢ genmuTensa yepTa QriMupana Tadierka ¢ o6o3nayenue “E” u
“L” oT xBere CTpaHy Ha NEMTEIHATA YepTa OT €IHaTAa CTpaHa Ha Tabnerkara.

Cipralex 15 mg: Oanua, 6sna, ¢ qenmutensa yepta humMupana Taberka ¢ obosnauenne “E” u
“M?” oT ABeTe CTpaHH Ha JCIUTENHATa YepTa OT eAHaTa ¢cTpada Ha Tabnerkara.

Cipralex 20 mg: OBaiHa, 0414, ¢ AenuTeNHa yepTa Guimupana Tadierka ¢ o6osnaderue “E” u

“N” oT ZIB€TE CTpaHHU Ha ACNUTENHATA depTa OT €IHaTa CTpada Ha TaleTKara.

Tabnerkure ot 10, 15 1 20 mg Morat xa 6Bp4aT pa3felicHH Ha JBe PaBHU HOIOBHHM.

4, KJIWMHUWYHHU JAHHHU
4.1 TepaneBTUYMHN NOKA3AHUA

JIedeHHe Ha rojisiM JCIPEeCUBEH €30I,

Jleyenue Ha MaHWIECKO Pa3CTPOUCTBO ¢ iy 6e3 aropadodus.
Jleuenue Ha coImMamHO TPEBOXKHO Pa3CTPOCTBO (couanta Qodus).
Jledyenne Ha TEeHEPATU3UPAHO TPEBOXKHO Pa3CTPOMCTBO.

Jlewenzie Ha 00CECHBHO-KOMITYJICHBHO Pa3sCTPOUCTBO.

4.2 Jo3upoBKa U HAYKMH HA NPUJI0KEHHE R TR

Be3onacHocTTa B AHEBHH A03u Hag 20 mg He € yeTanoOBeH4. oo LG
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Cipralex ce npunara KaTo €qHOKpaTHa FHEBHA 034 ¥ MOXKE JIa Ce ripueMa 0e3 ornen upueMa Ha
XpaHa.

1 OJIIM IENPECUBEH SIIU30H
OO0unuatinara nos3a ¢ 10 mg eqHOXpaTHO AHEBHO. B 3aBUCHMOCT OT HHIUBUAYAIHHS OTTOBOP HA
IIAIHCHTA, N03aTa MoXe Aa Opae yBeIuUueHa MakcuMalHo a0 20 mg AHEBHO.

OO6HKHOBeHO ca HeoOxoIuMu 2-4 ceIMUNM 3a XIOCTUraHe Ha anTraenpecusHusa edekr. Cuen
OBNIa/isIBAHE HA CHMIITOMUTE CE Hajlara JCYCHHUE B IPOABIDKCHUE Ha IIOHe 6 Mecena 3a
cTaOWIM3UpaHe Ha IIOCTUIHATHS TepalleBTHYCH Pe3yNTar.

ITauum4gecko pa3cTpoHCcTBO ¢ uim 6e3 aropadodus

IIpes nbpraTa ceMUIA CE MpenophuBa €MHOKpaTHA JHeBHA 1032 0T 5 mg, KOATO Clie]| TOBa Ja
O0Bac yRenmmderna Ha 10 mg naesHO. Jlo3ata Moxke na Oblie JONBIHATENHO YBEIHICHA A0
MaxcuMaliao 20 mg JHEBHO B 3aBHCUMOCT OT UHAUBUAYAIHEA TEPAIEBTHYCH OTIOBOD Ha
IIaMEeHTAa.

MaxcuMania epeKTHBHOCT ce IIOCTUTa Clie) 0KOJIO 3 Mecena. JISueHHETo npoakinKaBa HAKOJIKO
Meceria.

Conuarto TPEBOXKHO Pa3CTPOHCTRO

Obunuaitnara go3a € 10 mg ennoxpatHo aHerHO. OOMKHOBEHO ca HEoOXO0 M 2-4 cemMuIuy 3a
Ila ce mocTurane obneKdaBsage ga cuMnTomMuTe. Jlosara Moxe Ja 0p4¢ JOMBIHATEIHO HaMalleHa
IO 5 Mg WK yBEIMUYEHa A0 MakcuMailHo 20 mg JHEBHO B 3aBUCHMOCT OT UHANBHIYANHUS
TEpaeBTHYCH OTrOBOD Ha ITalyCHTA.

ConuanHo TpeBOXKHO pa3CTPORCTBO € 3a00JsIBaHe ¢ XPOHUYHO HPOTHYAHE M C€ IIPENOPHYBA
JIE9eHME B IPOABIDKeHHEE Ha 12 ceqmunu 3a crabunusupane na pesynrara. OTrosopeT Ha
OBIATOCPOYHO JICUYEHHE € ITPOYYBaH B IPOALIDKEHNE Ha 6 Mecena i MOXKe Jia ce CYUTa,
OCHOBaBalixy ce Ha HHAMBHAAYATTHUTE CIIydaH, Ye BOAH [0 NPelOoTBPaTIBade Ha PEIHIUB;
IION3HTE OT NEeYeHHETo TpAOBa fa OBHAT NpeoleHsBaHY HA IIOCTOSHHEY HHTEPBAIIY.

COnuaHO TPEBOKHO Pa3CTPOICTBO € HoOpe nedHuHEpad IEArHOCTHYEH TEPMUH 3a cienupuaHo
pPa3CTPOMCTBO, KOSTO HE TpAOBa Ja ce ObpKa C IIPpEKOMEPHA CPaMEXITUBOCT. PapMakoTepamuITa
€ II0Ka3ana caMo, KOTaTo pa3cTpOHCTBOTO CMYIEAaBa 3HAUYNMO NpodhecHOoHaTHATa M COIlHANIHa
IEeHHOCT.

MCTOTO Ha JISUCHUETO B CPaBHEHUE C KOTHUTHBHATA [IOBSACHYECKA TEPAIiyl HE € OHECHABAHO.
dapMakoTepanusra € 4actT oT o011aTa TepaneBTHYHa CTPaTerusl.

I eHEepATU3UPAHO TPEBOKHO PA3CTPOUCTBO
IIspBonavansaTa no3a e 10 mg ensoKpaTHO NHEBHO. B 3aBUCHMOCT OT HHANBUIYATHUS OTTOBOD
Ha IIalHEHTa, 103aTa MOXKe na O0B4e yBenmueHa Makcumanio 5o 20 mg ageBHo.

OTroBOpST Ha ABITOCPOUHOTO JIeUEHNE e POYYBaH B IPOABINKSHIE ITOHe Ha 6 MECEIa IpH
nanuenTtu, npaemamu 20 mg/nes. [lonsure ot mevenrero u go3ara TpsOBa )_"I;ﬂ 6’1’:,[[&'1? T
IIPEOlICHsIBaHH Ha IOCTOSHUY HHTepBaliy (BXK. Touka 5.1). e L Y



O6cecnBEO-KOMIOYICHBHO PA3CTPOUCTBO
[TepBoHaganHaTta fo3a € 10 mg eqHOKpaTHO AHEBHO. B 3aBHCUMOCT OT HHAUBHIAYAIHIA OTLOBOP
Ha IalMeHTAa, J03aTa Moxe Ja 661 YBeIrHueHa MakcuManso Jo 20 mg THeBHO.

Twit kato OKP e 3ab0i1BaKe ¢ XpOHUYHO MPOTHYAHE, JSUSHUETO HA DAUEHTHTE TpAOBa 1a
HPOOBIDKH JOCTATHEYHO IPOABIKHETEIIHO BpeMe 0 H34e3BaHe Ha CHMITOMUTE.

Ilonsute oT NEUYEHUETO U Y{o3aTa TpSOBAa fa ObHAT MpeoNeHsBaHHd BA NOCTOSHHN HHTEPBAIH (BX.
TOuKa J.1).

Crapuecka Bp3pact (> 65 rommuu)

Ja ce rMa npe/IBUE HadalHo JISYeHUE ¢ OJIOBHHaTA OT oOryaliHo npenopbuBanaTa J03a U Ho-
HHCKA MAKCUMAIIHA JI03a (BX. TOUKa 3.2).

EdektuBroctra Ha Cipralex npu cOUHaEo TPEBOXHO pa3CTPOHCTBO HE € HPOYyIeHa HpH
HanieHTY B CTApYECKa BH3PacT.

Hena u yonomu (< 18 rojgwnn)
Cipralex me TpabBa ma ce U3HON3BA IIPY JISUSHHACTO HA Jena ¥ XOHONTH Ha BR3pacT mon 18
roauay (Bx. Touka 4.4).

HamaneHa 6p0pedna QyHKIINS

IIpy manuesTy ¢ JIeKa 10 yMepeHa cTereH Ha 0p0peuHa HeIoCTATHYHOCT He Ce Hallara KOPeKITUs
Ha jo3aTa. Mi3ucKBa ce IIOBMINEHO BHEMAHHE IIPU TTABHCHTH ¢ TEXKKO YBpeaeHa 060peyna
byaxaui (CLcog mo-Mansk or 30 mi/min) (Bx. Touka 5.2).

HamaiieHa yepHOIpoOHAa (YHKITHS

IIpenopryBa ce HavanHa 1032 OT S Mg JHEeBHO NPe3 WEPBUTE ABE CEIMHUIM OT IEYCHUETO IIPH
NAAeHTH C JieKa A0 YMEpPEHa CTENEH Ha uepHOoApPoOHa HeqOCTaTHUYHOCT. B 3aBUCHMOCT OT
HHIUBHIY ANIEKS TEpANEBTUYEH OTIOBOP, No3aTa MoXe na Osae yBenuyena 10 10 mg xHeBHo.
IIpenmoppaBa ce IIOBUIUCHO BHUMAHUE H 0COOEHO BHEMATEIHO TUTPHpAHe Ha To3aTa IipU
HalBEHTH ¢ TEXXKKO YBpeAcHa depHoIpoOHa GyHKITHA (BXK. TOYKa 5.2).

Cnabu Metabomzaropu ga CYP2C19

IIpw nanueHTH, 3a KOUTO € ¥3BECTHO, Y€ ca citabu Merabomuzaropu Ha CYP2CI19 ce
OpENnopsryYBa HagalfHa K034 OT 5 mg JHEBHO Ipe3 HBPBHUTE ABE CEAMHUIIHE OT JIEUECHHETO, B
3aBHCHMOCT OT MHJIMBHAYANHUA TEPAIlERTUYCH OTIOBOD, Ko3aTa MOXKE Ja Obpxe yremrgena no 10
g KHEBHO. (BXK. TOUKA J5.2).

CuMnToMu Ha oTHeMaHe, HabJroAaBaHu NP NIPEKpaTsaBare Ha JEUYeHHUETO

Tpsbea ga ce u30sArsa BHE3ANHO OpPEKpaTSBaHE Ha JeYeHNeTo. IpH IpeKparaBaHe Ha ICUCHHEETO
C eCUUTANIONpaM, 103aTa cliefiBa Aa O5/le HOCTEHEHHO HaMallsBaHa B IPOABIDKCHHAEC Ha TIOHE
eHa KO iBE CEOMMITH C IIE) Ja Ce HaMalli PHCKa OT CUMIITOMM Ha OTHEMaHe. (BX. Touka 4.4 u
4.8). B cnyyall Ha BE3HMKBaHe Ha HENPUEMIIMBY CUMIITOMHU CIEH HaMalisiBaHe Ha J03aTa NIii
IpeKbCBANE Ha JICUCHUETO, MOMKE JIa ¢€ 0OMUCHH BBE300HOBABAHE Ha IpHeMa Ha TIPEIU TOBa
Ipenncanara j03a. B mocnenctue nexkapat 0 MOrsi 2 NpOXBIDKHM HaMallIBaHETO Ha 03ara,
HO IIO-TIOCTEIICHHO.,
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E,HHOBPEMBI—IHO JEYCHHUE C HECCCIICKTUBHU, H306paTHMH HHXHﬁHTOpH Ha MOHOAMHUHOOKCHIIA3dTa

(MAO-naxubuTopH) ¢ HPOTUBOIIOKA3AH0 HOPAKU PUCK OT CEPOTOHMHOB CHHAPOM C
KHTHPAHOCT, TPEMOP, XUIIEpTEPMEA K Ap. (BX. Touka 4.5)

KomOunupanero na eciuranonpam ¢ oopamumu MAQO-A naxuduropy (HaupuMep
MOKIIO0eMHu ) unu oopamumus Heceiekmuser MAQO-UHXUORTOD TUHE30JH] € TPOTHBOIIOKA3AHO
HOpagH PUCK OT OTKJIEOYBAHE HA CEPOTOHHHOB CUHAPOM (BXK. TOUKA 4.5)

4.4 Chnennannu npeaynpexaeHus U npeanasiil MepKH npu yoorpeda

CaepnuTe CIEHaTHN NPeXyIpe:KACHEN | MPeAllasHi MEpKHA ce OTHACAT A0 TepalleBTHIHUA
xirac CHUOIIC (Cenextarru Huxubutopu ga Qbparaoro oemane ra Ceporonnua).

Yuorpeba Ipy OeHa | XOHOIIMH Ha BE3pacT moa 18 roausu

Cipralex He Tps0Ba a OB/ U3NOI3BAH IPH JICICHUETO Ha AeTia ¥ IOHOINH Ha BE3pAacT rox, 138
roguuy. Cynuunao MoBeacHue (CYUIUIHN OINTH ¥ CYUITMIHE MHCITH) ¥ BpaXKAeOHOCT
(mpeobnagaBamo arpecus, IPOTHBOIIOCTABIHE M I'HAB) ca Omimm mo-gecto HabiogaBanu Mpu
KIMHAYHU TPOYYBAHUA Cpell Jella U I0HOIIM, JIEKYBaHU C aHTHICIIPECAHTY B CPABHEHUE C
TaKHBa, NpueMany miancdo. AKO OCHOBaBatKy ce HA KIIMHUYHA HEOOXOAUMOCT, BRIIPEKU
BCHUKO CE B3EME pPEINSHHE 34 JIeUeHUe, IalueHTHT TpL0Ba Ja 66Ac BHUMATEIHO MOHUTOPUPAH
3a OsBA Ha CYUIHIHYE CHMITOMHU. B TonsnseHne, NUNCBAT ABITOCPOYHY JAHHY 34
6e301acHOCTTa IpH ASLAa U IOHOIIM, Kacaclly pacTeXa, Ch3pIBaHeTo, KOTHHTHBHOTO U
IIOBEACHYECKOTO pasBUTHE.

INapanoxcansa TPEBOXKHOCT

ITpu HAKOM NALMESHTH ¢ TTAHNYECKO Pa3CTpOMCTBO MOXKE Ja ce HabimroAaBa 3aCHIIBAHE Ha
TPEBOXHOCTTA B HAYATOTO Ha NEYEHHUETO ¢ aHTHHAENPECAHTH. Ta3y napagoKcanya peaxiius
OOHKHOBCHO OT3BYUYaBa B HPOXLJLDKEHME Ha OKOJIO JBE CEAMMIIM IIPH NPOBEXIaHE Ha
IIPOABIDKATENHO Nedernue. [IperopbyBa ce HICKA HavYaliHa 103a ¢ Lek ia c€ HaMau
BEPOATHOCTTA OT anKcuoreneH edext (Bx. Touka 4.2).

1 'bpuOBE
IIpuemMbT Ha JlekapCTBEHUA HPOAYKT CIEABA Ja Ce IIPEKPaTH NpX BCEKH alUEHT, IpU KONWTO ce

noseaBaT repuose. CUOIIC Tpabra aa ce n304rBaT IpH HANWEeHTH ¢ HecTaOullHa enuIeCcHst, a
NAMEHTUTE ¢ KOBTPOJIKpana enuiencus aa OpaaT BHUMATENHO IpockeAsBadu. I [pueMpT Ha
CUOIIC cnensa ce gpexpaTh, ako TIPUMANBLUHUTE 3a9eCTABaT.

Manns
CUOIIC crenBa na ce H3n0A3BaT BHUMATEAHO IpH MAUREHTH ¢ JaHHH 33 MaHUg/XANIOMAaHU4.
ITpuemsT Ha CHUOIIC cnenpa Ka ce pekpary IpH BCEKW NalieHT IpeMUHal B MaHuiiHAa (asa.

Jinaber

ITpu nmanueHTy cTpamamy oT xuabert, nevenuero cec CUOIIC moxke a TpoMeHn KOHTpona
BEPXY KpBhBHATA 3axap (XMIOTIUKEMUS HIH XUNepriukeMus). Moxe ia ce HalloxKu KOpeKId Ha
HHCYNHHA W/HIIH IepopaTHUTE XUIIOTIIHKeMHUYHN CPEXCTBA.

CamoyOHIICTBO/CYUTTAAHY MUCAH MM KIHHUYHO BHOINABAHE DL
Jlenpecusita € CBHP3aHa ¢ IIOBUINEH PUCK OT CYUITHTHA MUCIIH, caMGHapaHﬂB'aH'e ' SO 1;;

caMoyOmiicTBO (CHOUTHS, CBBP3aHU ChC CaMOyOriicTBO). TO3H pHCK checTByBa o ,u;oc:mrahe
Ha 3HauuMa peMucH. T'BH Kato mogoOpeHue MOXKE 1a HE HaCThIU npes I]E’EPBHTB HIAKOTIK; G 1
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CEIMUILIK MM [TOBEYE OT HAYATIOTO Ha JIEYeHNeTO, NallueHTUTe TpadBa Ja ObzaT o)X CTporo
rabrofenue 10 nospara My. KIIMHIYHEAT ONIMT COYH, Y& PHCKET 0T CaMOyOHUIMCTBO MOXe Ja
HapacHE IIpe3 pPaHHUTE €TANIM HA BH3CTAHOBUTEITHEA IIEPHOI.

Lpyeu ncuxuunu 3abonseanus npu koumo Cipralex ce npednucsa, cvujo mozam 0a bvoam
CEBP3AHU ¢ NOSUUIEH PUCK Om CvOUmMUS, c8bP3aHU Cbe camoybuiicmeo. Oceaern masa mesu
3a001A6aHUL Mo2am 0a OvOam Cvyemany ¢ 201aM0 oenpecusto pascmpoiicmso. Ilpu neuenue
Ha nayuenmu ¢ opyau NCUXUYHU Hapyuenus mpsabea da 6woam cvbiodaearu cotyuine
NPeOnAasHi MepKU, KAKMO Npu 1eueHue Ha nayuenmy ¢ 201AM0 OenpecugHo pascmpoucmeo.

H3BecTHO e, ye NanueHTH ¢ agaMHe3a 3a CHOUTHS, CBBP3aHM ChC CaMOYOHHCTRO, WU
IIOKa3Ballly B 3HAYATEIHA CTEHCH CYULIUAHM UICANHH, TIPSy 3a10UBaHe Ha JICYeHUETO, ca
H3TOKESHH HAa [T0-BHCOK PUCK OT CYHIIHAHA MUCH W OMHTH 3a CaMoyOuiicTBO H TpaOBa Jia
OBaT BHEMaTeNH0 HaOJHONaBaHH| II0 BpeMe Ha JIeueHHeTo, MeTra-aHanu3 Ha mnaanedo-
KOHTPOJMpaHy KINHUYHY U3HUTBAHNS HA aHTUICIIPECAHTH P BE3PACTHH NANUEHTH ¢
TNCUXHYHH Pa3CTPOUCTBA II0KA3Ba OBUINECH PUCK OT CYHIIMAHO IOBESACHUE IPU MAIUCHTH II0XK
25-ronuIIEa B3pacT, ICKYBaHU C aHTHACIPECAHTH B cpaBHenue ¢ mnanedo. JlekapcTeenara
Tepanud TpabBa Ja ¢ CHIBTCTBa ChC CTPOro HabmoAeHue Ha HalHEHTHTe, B YaCTHOCT Ha TE3H,
KOHUTO Ca U3JI0KEHH Ha BHUCOK PHCK, 0CO0eHO B HAUANIBUTE €TanH Ha JICYSHHETO U CJIE) IPOMEHM
B ro3ute. [{anmestuTe (M NonaralmyuTe TProKH 3a T9X) TpsAOBa Aa 6pHaT npeaynpeaeHd OTHOCHO
HeoDXOMUMOCTTa OT HAONIOIEHHE 34 BCEKH IIPH3HAK Ha KIIMHUYIHO BIOMIABaHES, CYAITAIHO
IIOBCACHUE WM MUCITY U HeoOMUaliHu NPOMEHH B IMIOBEHEHUECTO, KAKTO U J1a TOTHPCAT He3a0aBHO
KOHCYITalUs ¢ JeKap, aKko TakuBa CHMIITOMH CBIICCTBYBAT.

AXaTH3NS/ TCHXOMOTODHO OE3IMOKOHCTBO

VYuorpebara wa CUOIIC/CHPU ce cBBp3Ba C Pa3BUBAHETO HA aKATH3U, XapaKTepHA3UpaIia ce
ChC CYOEKTHBHO HEIIPUATHO MY MBUUTEIHO HECIIOKOHCTBIE H HEOOXOMUMOCT OT J€CTO
IBUDKEHAYE, CBIPOBOJICHA C HEBR3MOXHOCTTA Jja C& CEYM MM Ja C€ CTOM HEIOABIKHO, T0Ba €
Hal-BEPOATHO Ja C€ MOSABH [pPe3 IIBPBUTE HAKONKO CEAMUNM OT JiedeHnero. [1pu namuenTy,
KOUTO Pa3BHAT T€3H CUMIITOMH, YBEIUYCHHAETO Ha Jo3aTa Ou MOTIIO Ha OpAe BpeIHo.

XUMTOHATPHEMUS

3a XUIIOHATPHEMHS, BEPOSTHO ABIDKAIIA ce Ha HealeKBaTHA CeKpelus Ha aHTHAUY peTUICH
XOPMOH, ce cro0nIaBa psako npu ynorpedara na CHUOIIC u oOuKHOBEHO H3UE3BA IIPU
IpeKpaTsBaHe Ha Tepanuara. VI3UCcKBa ¢e NOBHINTEHO BHUMAHKE IPU PUCKOBH MALHEHTH, KaTo
HaIIpHMEP HAMEHTH B HallpeHala BE3pacT, HaleHTH ¢ YepHOoApoOHa ipo3a WK MalfueHTH,
KOHTO Ca JIEKYBaH# ¢AHOBPEMEHHO C JICKAPCTBECHM HPOAYKTH, 334 KOUTO € H3BECTHO, Ue
HIPEAU3BUKBAT XUTIOHATPHEMMSL.

KpEBOU3IIMBY

Nma cpobimernns 3a KOKHH XeMOparndHy HapyIIeHUs KaTo HalpuMep eKXUMO3U U My pitypa IpH
yroTtpebara ga CUOIIC. [lpenoprysa c€ MOBUIIEHO BHEMAHWE IIPU MALUEHTH, KOUTO IIPUEMAT
CHOILIC ocobeno npu enHoBpeMEHHa YIIoTpeda ¢ IIEpopaiii aHTHKOArYIaHTH, C APYTH
NEeKapCTBEHU HPORYKTH, 34 KOUTO € M3BECTHO, Y& HapymaeaT TpoMOouuTHETe pyHKIuy (Haup.
aTANIMYHY HEBPOJEUTHIIM K (GEeHOTHA3HHY, TOBEYETO TPULMKIIHYHY aHTHACIIPECABTH,
ANETHICANMIIATIOBA KUCSIUHA H HECTEPOUAHM IPOTHBOBB3NAIATENHH JEKAPCTBEHY HPOAYKTH
(HCIIBC), THKNIONUAYH ¥ JUIEPAAAMOI) ¥ IIPY HAIMEHTH ChC CKIIOHHOCTH KbM KBPBEHE. .
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Kimaugaausr oyt nopu exnospeMenno npunoxerue Ha CHOIIC u EKT e orpanuyeH, nopazu
KOETO CE€ HPENnopb9Ba NOBHINICHO BHUMAaHUE,

CepoTOHNHOB CHHAPOM

Ipenopruutenso € HOBUUICHO BEUMAHUE IpH YCIIOPEAHOTO NIpHiiaraie Ha eClUTAIONpaM C
JIEKapCTBEHH NIPOAYKTH, KOUTO BMAT CEPOTOHMHEPTHYHN eEKTH KaTo CYMATPUIITaH H APYTH
TPUITTAHH, TPaManoj ¥ TPUNTOGaH.

B penku cnyyan ce ¢h00IaBa 3a CEpOTOHUHOB CHHIPOM IIpH# auueHTH, uanoiasyeamu CHOIIC
YCIOPEIHO CHC CEPOTOHUHEPTHYHY IEKapPCTBEHN NPoayKTH. KoMOuHaIUs! OT CUMTOMHU KaTO
HECIIOKOMCTBHE, TPEMOD, MHOKJIORYC U XUIIepTEPMUS Ca IIOKA3aTEIIHN 3a Pa3BUTHUETO Ha TOBA
CBCTOsIHUE. AKO TOBA Bh3HUKHEE, JJeyeHneTo ¢se CHOIIC 1 cepoTOHUHEPTHYHUS IEKAPCTBEH
IPOAYKT, TpsOBa 1a ce NpeKpaTi He3abaBHO U Aa C€ 3aI09YHe CUMIITOMATHYHO JICUCHHE.

JACBNT KaHTApHOH

Ennospemennara yrorpeda ya CHUOIIC u OuiIxoBY NpOAyKTH, CHABPKAINY XKBIT KAaHTApUOH
(Hypericum perforatum) Moxe A2 NpeaU3BHKA NOBUIIABAHE YECTOTATA HA HEXEIaHY
JIEKapCTBEHHU peakuu. (BxX. TouKa 4.5).

CuMnToMu Ha OTHEMaHe., HaOORAaRAHN IPH MPEKPATABAHE Ha JICIYCHHETO

CuMOTOMUTE HAa OTHEMAaHeE IIPH CliHpaHe Ha ICUSHUESTO €4 YeCTO Cpeiiany, 0COOCHO B CIydauTe
Ha BHE3aIIHO fipeKkbeBane (BXK. Touxa 4.8). Ilpu KnuHuyHuTe NPpOYyYBaHUA HeXKeIaHuTe
JIEKapCTBEHH peaKIluu, HabI0AaBaHy IIPH NIPEKBCBAHE Ha JICYCHUETO Ca PEruCTpUpanu
nprOIH3HTEeNHO TpH 25% OT HaUWeHTHTE, IeKyBaHH ¢ eciipranolipaM u pu 15% ot
NanueHTATE, IpreMalny 1anedo.

PHCKBT OT TTOsIBa HA CEMITOMHU Ha OTHEMaHe 01 MOT'BJI Aa 3aBUCH 0T HAKOJKO (axTopa,
BKIIIQUUTENHO NPOABIDKATEIHOCTTA U 103aTa Ha JISYCHNE, KAKTO ¥ TEMIIOTO Ha PeNynupaHe Ha
J03aTa. 3aMasgHOCT, CCH30pHU HapymeHHAs (BKITOYUTENHO HapecTe3ysa U yeellane 3a yaap ot
eNCKTPHYECKH TOK), CMYIUECHHUS HA ChHS (BKIIOYHATEIIHO 0€3CHEHIE H IIPEKOMEPHO CEHYBAHE),
OKUTUPAHOCT UM OE3MI0KO0MCTBO, rajieHe U/uimi MOBpHILaHe, TPEMOD, 0OBPKAHOCT, IOTEHE,
rirapobonue, nuapnsg, NalauTalyy, eMOIMOHaAHA HECTaOUIHOCT, PasipasHUTENHOCT H BU3YaJIHH
pa3CcTpoiCTBa ca Hal-4eCcTO JOKIanBaHuTe peakiun. OOUKHOBEHO TE3U CHMIITOMH Ca JIEKH IO
YMEPEHHU, HO BBIIPEKH TORA IIPU HAKOU HALlCHTH Te Ouxa MOTIIM Ja OBIaT TEeXKH 110 XapaKTep.
Te3n cuMIrroMu 00pYalio BACTEIBAT B PAMKUTE Ha IBPBUTE HAKONKO JHH CIEl NPEKBCBaBe Ha
JIEYEHHETO, HO CHINECTBYBAT U PEAKH NOKIany 33 HOFO0HU CHMITOMU NIPH HallUCHTH, KOMTO IO
HEBHUMAaHKE ca IIPOIlyCHAJIN J034.

Haii-001mo Te3y CUMIITOMHE ca ChC CaMO3aTUXBall XapaKkTep i OOUXHOBCHO OT3BYYaBar B
paMKuTe Ha I8e CEIMMIH, HO B HAKOM CIIyYaH T¢ MOXe Ha OBAaT NO-IPOABIDKUTENHA (2-3
Mecena ik noBede). CiiepoBarenyo e NpenopsyuBa ecuUATalonpaM aa 6s1e NOCTEIIeHE0
HaMailsgBaH IIpy NPEKHCBAHE HA IEUCHUETO 32 IIEPHO) OT HAKOJIKO CEIMHUITA WM MECEITH, B
3aBHCHMOCT OT HYXKAUTE Ha panuenrta (BX. “CHMIITOMH Ha OTHEMaHe, HA0IIOKABAHH IIpY
IpeKpaTsBaHe Ha JICYeHueTo , Touka 4.2).

Koponapna onect
Ilopanu orpasEwdeH KIIMHEYEH OIUT, C€ IPENOPHYBa IIOBHINECHO BHUMAHHUE XU HAUEHTH C
KOpoHapHa OonecT Ha CHPIETO (BX. Todka 35.3). e

4.5 BzanmopaeiicrsMe ¢ Apyr# JIeKapCTBEHH NPOAYKTH B Apyru Hopmvm Ha
B3aHMOICIICTBHE ( e
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dapMakoTIEAMIYIHE B3aHMOAEHCTBUS

1lpoTHBOHOKAZAH KOMOMHANHN:

Heobpamumu necenexmuenu MAQO unuxubumopu

ViMa cpo0enys 3a cepy0o3HH peaknuu npu nanventr, npuemany CHUOIIC B xoMOunanus ¢
HECENCKTUBEH, HeoOpaTuM MOHOAMUHOOKCH xa3eH HEXuOUTOp (MA O-Haxudurop), KaKTo U Iipx
NanueHTy Hackopo npexpatiny nNpueMa Ha CHOIIC u 3anounamm nedernue ¢ Takusa MAO-
paxubuTopH (BXK. Touka 4.3). B HAKOU OT CyyauTe NalMeHTHT € Pa3BUll CCPOTOHUHOB CHHAPOM
(BX. Touka 4.8).

EcnuranonpaM e mpoTUBOIIOKa3ay B KOMOHHANMA ¢ HeceleKTUBHY, HeoOpaTimMu MAO-
wHXNONTOpU. JledeHueTo ¢ eclidTanonpaM cieiBa fa 3arnodde 14 pHu ciuen npekpaTsBaHe
npueMa Ha Heobpatumu MAO-uaExubnropu. JleweHue ¢ HeCENeKTUBHY, Heobpatumu MAO-
MHXHOUTOPH MOXKE Ia 3ari0yHe Hal-paso? JHH ¢Sl IpeKpaTsBaHe IMprueMa Ha SCIUTATIONpaM,

Qbpamum, cenexmueern MAO-A unxubumop (Moxniobemuod)

Ilopanu pucka oT CepOTOHHHOB CHHAPOM, KOMOUHEHpaHeT0 Ha ecnuTalkonpaM ¢ MAQO-A
WHXHOUTOP KaTo MOKJIOOEMUL € IIPOTHBOIIOKa3aHO (BX. TOUKa 4.3). AKO TakaBa KOMOUHAIIHA €
HOKa3aHO HyKHa, T4 TpaOBa Ja ce 3alo9He Npy Hak-~HAucKaTa IpeloppYBana 103a U Ipu
3aCHJICHO KIIMHUYHO HadIoaeHue,

Obpamum, necenexmugen MAO-A unxubumop (nunezonuo)

ABTHOHOTHKET JIMHE30JM IIPEACTABIABA 00paTiM, HeceneKTuBeH MAQO-A uHXuOuTOp U HE
TpsiOBa Ja ce naBa Ha IalNeHTH, JISKYBaHH ¢ eCHUTanonpaM. B cliydaii Ha HeoOXOAUMOCT OT
KOMOWHHpAaHe ¢ ecCHuTaIonpaM, aHTHOHOTUKET TpAOBa Ja ce JaBa B MUHUMANHY J03U K IIPH
CTPOro KIHHKIHO HabmogeHue (Bxx. To9ka 4.3)

Heobpamum, cenexmueer MAO-B unxubumop (cenescunur)

TTpu xomOummpane che cenexunud (HeobpatuM MAO-B uaxudburop), ce U3UCKBa IIOBHIIICHO
BHMMAaHHE NOPaTH PUCKa OT PA3BUTHUE Ha CEPOTOHNHOB CHHAPOM. Celle)KHIIMH € OMJI IIpHIaran
Oe3oriacHo B 1o3a 1o 10 mg/neH eFHOBPEMEHHO ¢ PalleMHYCH ITHTANOIpaM,

KoMOHHaLmY, H3HCKBAINK JOBUIIIEHO BHUMAaHUE IIpy yooTpeda:

Cepomonunepzudni 1eKapcmeeny npooyKmu:
EnnoBpeMennara yorpeba chC CepOTOHAHEPIHYHE JICKApCTBEHH IIPOJYKTH (HaNp. TpaMasori,
CYMaTPHIITAH ¥ APYTH TPUNITAHH) MOXKE JIa IpeIU3BHKA CCPOTOHWHOB CHHAPOM.

Hexapcmeenu npoOykmu, NOHUNCABAUU 2bPYOBUL NPA2

CHUOIIC morart na noHmxar rspuosnus npar. [IpenoprydTenHo € HOBHINEHO BHUMAHKE DX
YCIOPENHO Ipuiiarane Ha ApYrd JeKapCTBEHH NPOAYKTH, IOHWXABalIy I'bpUYOBHA IIpar
(sampumep anTuaenpecanTy (Tpuumkmagau, CUOILIC), HeBponentunu ((peHoTHasuHy,
THOKCAHTEHH B OyTHpo(QeHOHN), Me(IIOKBIH, OyIPOIMOH H TpaManol).

Jlumuii, mpunmodghan Sl



Vima cpofrieHus 3a yeunsaHe Ha edekTa pu eaaoBpemMenna ynotpeda va CUOIIC » murait mms
TPANTO(HaH, Iopain KoeTo ycnopeasoTo ninoispane Ha CUOIIC # Te3u nexapcTBeHH TPOAYKTH
TpsOBa xa ce IpepnpueMa ¢ IOBUNISHO BEUMAHNE.

Kovnm xanmapuon

EnnospeMenHata yiroTpeda 5a CHUOIIC u OnaxoBU NPpOAYKTH, ChALPKAINY XBAT KaHTAPUOH
(Hypericum perforatum) MOXe Ja NpeIU3BHKa IIO-BHCOKa 9€CTOTa Ha HEKCITAHU pPeakiuy (BiK.
TO4YKa 4.4).

Xemopazuu

Ilpu xoMOHHUpaHEe Ha €CUHUTANONPaM C TIEPOPAIHUA aHTHKOATYIaHTH MOXKE A2 HaCThIH IPOMIHa
B aHTUKoarynanTHUs edexT. Ilpu nanuenTuTe, HOIyJaBally aHTHKOAIYIaHTHO JIieUeHUe, TpsiOBa
BHUMATEIIHO J1a C€ MOHUTOPUPAa KOaryJAlMOBHHA CTATYC IIPH 3all0uBase HiIH CHUpane Ha
ecuTanonpam (Bx. Touxa 4.4).

Anxoxon

He ce ouaxsBat (papMaxoausaMudHy Wi QapMaKOKHHETHYIHN B3aUMOACHCTBHS MEXIY
ecIUTanoIIpaM 1 ankoxosi. Kaxkro nmpu gpyri NCHXOTPOIHM JIEKapCTBEHH IPOAYKTH olade,
KOMOMHAIIEATA ¢ AJIKOXOJI HE € NPEHOPHUNTENHA.

DapMaKOKHHETHIHHN B3aUMOXeiCTBHST

] lopymsBane Ha (hapMakKOKHMHETHKATA HA ECHUTAIONPAaM OT APYTH JEKAPCTBCHY NIPOOYKTH
Mertabonu3MbT Ha ecruTanonpam ce Mexuupa ocHoBHO o CYP2C19. CYP3A4 u CYP2D6
MOTAT CBOIO Ja UMaT OTHOINEHHWE KM MeTa0onu3Ma Ha ecliUTAIONpaM, HO B II0-MaJIKa CTEIeH.
MeTtabonu3sMbT Ha ocHOBHAL MeTabonut S-DCT (nemeTnnmpan eCIiATANONpaM ) H3rIEKIa
YacTAYHO ce xatamusupa ot CYP2D6.

ETHOBpEMEHHOTO IPUJIOKECHHIE HA eCHUTAIONpaM ¢ oMeripa3zon 30 mg eTHOKpaTHO AHEBHO
(maxubutop Ha CYP2C19) nomexrna o ymepeno (pudbnusutenno 50%) yeennueHue Ha
IDIa3MEHUTEe KOHNECHTPAITUY Ha SCIUTaIonpaM.

EQHOBpPEMEHHOTO NPHIIOKECHUE Ha ecuTalionpaM cbe cuMeTHMH 400 mg fBa IsTH JHEBHO
(ymMepeno MOIIeH O0II eH3uMEH NHXUOUTOP) MoBEXHa Ko yMepeHo (nipudnusurenno 70%)
YBEJIHYCHHE Ha [IIA3MEHUTE KOHUCHTPAIHNA Ha eCHATaNoIpam.

CieioBatenHo, H3UCKBa C¢ MOBHINEHO BHUMAaHKE NP €RHOBpeMeHHa yroTpeda ¢ CYP2C19
UHXUORTOPU (HAIpEMEP OMENPa30ll, €30MENpa3oll, (PIyBOKCAMUH, NAH30IPA30J1, TUKIONIHIH)
I cCUMETHANH. BB3 OCHOBA Ha MOHUTOPUPAHETO Ha CTPAaHUYHHUTE ¢(PEeKTH IPK e THOBPEMEHHO
JISYCHUE MOJKE Ja Ce HaNmOXU HaMaleHue Ha 03aTa €CLTANONPaM.

EdexT Ha ecnTanonpaM BEPXY (hapMaxKOKuHeTHKATa Ha APYIY JIEKApPCTBEHY IPOAYKTH
EcmuranonpaM € uaxudbutop Ha enzuma CYP2D6. 1lpenopryBa ce OBHITEHO BHUMAaHWE IIpK
€HOBPEMEHHOTO H3IION3BAHE Ha SCIUTAIONpaM ¢ JXPYIH JICKapCTBEHU NMPOLYKTH, KOUTO Ce
METaOONU3UPAT OT TO3H €H3UM M UMAT TECCH TepaneBTHUCH HHACKC, Halp. QIeKanHu/,
nponadheHOH X MeTONPOioN (KOraro ce M3MOI3yBarT IpU ChpACYHA HEQOCTATHYHOCT), UIH HAKOH
se3aciicTeamy Ha [THC nexapcrseHu HpoiyKTH, MeTabonusupami ce riaBHo upe3 CYP2D6,
HaIIp. AaHTHACTIPECAHTH KaTO JECHIPaAMHH, KIIOMMIPAMHUH M HOPTPUNITHIAE AN aAHTUIICHXOTHIM
KATO PHCHEPHOH, THOPHIA3HH U Xanonepunol. Moke a ce HAIIOXHM KOPEKIHS Ha 103413, ©



EnnospeMeHHOTO NPIOKEHHE ¢ AS3UNIPAMUH UITH METOIIPOJION BOAH ¥ B J(BATA CilyYas H0
IBYKpaTHO YBEIHYaBaHe Ha INAa3MEHNTE KoHueHTpanuy Ha te3u asa CYP2D6 cyberpara.
In vitro npoyuBasus CHILO TAaKa MOKA3BAT, Ye eCIUTAIONpaM MOXKE Ja Ipeau3BUKa ¢j1ado
uaxubupane Ha CYP2C19. IIpenopruBa ce IOBAIIEHO BHUMAHHKE YIPH €AHOBPEMEHHOTO
IIPHAJIOOKEHYE Ha JIEKAapCTBECHHM IPOAYKTH, KOUTO ce MeTabonuzupat or CYP2C19,

46 bpeMeHHOCT U KbpPMeEHE

BpeMer#ocT
ChOiecTBYBAT HEAOCTATHYHO JAHHY 34 HPHJIATaHETO Ha eCIUTANIONpaM Ipy OpeMeHHY >KEHYL.

TIpu npoyuBaHus 3a pENPOAYKTABHA TOKCUIHOCT Y IIEX0BE, IPOBEACHHU ¢ €CLIUTANOpaM, ¢a
Habmonasanu eMOpuo-dero-TokcHuny edheKTH, HO HE ¥ IIOBUIICHA YeCTOTa Ha MandopMaliuy
(BX. TO4Ka 35.3).

Cipralex we TpsOBa ia ce K3MOJI3BA O BpeMe Ha OPEMEHHOCT, OCBEH aK0 € aOCOIOTHO
HEOOXOHMO U caMO CIE/] REIMATETHa NpelleHKa 34 ChOTHOIICHUETO PUCK/IION3a.

HoBopozenure Tpabsa na OpaaT Habmonapasy, ako Malikara € npuemana Cipralex npes
KBCHHUTE £Taly Ha OpeMeHHOCTTa, 0CO0eH0 IMpe3 TpeTHsS TPUMECTHP. BHe3aIHOTO NPeKECBaHe Ha
IprcMa TpgbBa Aa ce n30srpa 0o BpeMe Ha OpeMEHHOCT,

Cremaure cUMIITOMY OMXa MOTJIM Jia c€ HaOJMIoAAaBarT [Ipy HOBOPOJICHY, YHHTO MaUKU ca
npueMain CUOIIC/CHPH B xpeHATE €Tann Ha OpEeMEHHOCTTA: peCIHPaTOPEH HUCTPEC
CHHIPOM, [THAHO3a, allHesl, FEPUYOBe, TeEMIIEpaTypHa HeCTaOUIIHOCT, TPYAHOCTH IpU XpaHEHE,
MOBPBIIAHE, XHHOITIMKEMUS, XUIICPTOHUS, XUIIOTOHNS, XHnep(ueKCchs, TpeMOop, HEPBHOCT,
Pa3apasHUTEIHOCT, JIETapTusd, TOCTOSHEH 1IIad, COMHOIEHTHOCT, 3aTPYAHEHO 3aCIUBaHe. Te3u
CHMIITOMH OFXa MOTJIH Ja ¢ ABJDKAT HA CepOTOHUHEPIHYHY edeKTH Uiy CUMIITOMH Ha
oTHeMaHe. B 60NmMHCTBOTO OT ClydauTe YCIOKHEHUSTa 3aif0yBaT BEAHATA WM CKOpo (<24
yaca) Clien paxmasero.

KspMene
Ouaxpa ce eCHUTANONPAM Jja Ce EKCKPeTHpa B XKEHCKOTO MIISIKO.
CrenoBaTenHo, He ce IIPeEnopbhYBa KEPMEHE 110 BpeME Ha JIEUEHHETO.

4.7  EdexTH BLPXY Crioco0HOCTTA 32 mIodHpPaHe B padoTa ¢ MAIIHHN

BhIpeKH ye eCHUTAIONpaM € II0Ka3ail, 4e He yBPEK A HHTEIICKTa UM IICHXOMOTOPHKATA, BCEKH
ICHXO0aKTHBEH JIEKAPCTBCH NPONYKT MOXE Jid 3aCETHE NpeneHKara Wik ymeHudAra. [lanuentute
TpsiOBa Ma ce Ha0MmoxaBaT BHUMATEIHO 3a IIOTCHIHAICH PUCK OT IOBJIUABAHE Ha CIIOCOOHOCTTA
3a Imo@upane i paboTa ¢ MAIMKHA.

4.8 HexenaHna JeKapcTBEHH PeaKkIiH

HexenanuTe IeKApCTBEHU peakiuy ca Hal-4yeCTH IIpe3 mbppBata Uil BTopaTa ceaMuiia OT
JISICHUETO ¥ OOHKHOBEHO HaMaJIABaT II0 HHTCH3UTET 1 Y€CTOTA IIPH IPOABIKUTEIIHO JICUEHHUE.,

Hexxenanure mexapcTredy peakiuy, u3BecTaHE 3a CHOIIC 1 cpImo Taka JoKnafgBaHu 32
eCHUTANIONPaM OT I11ale00-KOHTPONMPAaHU KIIMHHIHY TIPOY YBAHUA HUIIH KaTO GHOHTEIHHH no CT-
MapKeTHHIOBY ChOUTHS ca u3bpoeHH TO-A0IY 1[I0 CHCTeMa Oprad KJIac i qec*ror&
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Yecrorute ca fedunanpany xato: MmHOTO Yecte (=1/10), vectr (21/100 mo <1/10), mewectn (=1/1

000 ro <1/100), pemxu (=1/10 000 no <1/1 000), mzoro pegxu (<1/10 000), vm ¢ HeH3BECTHA
yecToTa (0T HAIMYHUTE JAHHU He Moe Jia Oplie HaupaBeHa OneHKa).

Muoro YecTn Heuectn Pemxu C Hen3BecTHA
JeCTH qeCTOTE
Uzcnensanns YBeNU4YeHO HamaneHo terno AOGHOPMHH
TEr0 CTOUHOCTU OT
QY HKIHORAIHO
n3cieABaHe Ha
YepHHA Apob
CrepieyHu Taxuxapnus bpanuxaprus
Hapy LIeHH
Hapyienns na Tpombonuronenus
KpBBTa H JamQHaTa
CHCTEMA
Hapymenus Ha WucoMmuus, BxycoBH CepoTOHUHOB JAUCKUHE3 NS,
HEpBHATA CHCTEM4 COMHONEHTHOCT, | HapyUICHHS, CHHAPOM IOBUTATEHHO
3aMasgHoOCT, pa3CTPOMHCTBO Ha pa3CTPOXCTRO,
IapecTe3n, ChLHS, CHHKOII KOHBYJICUH
TpeMop
Hapymenus Ha OYuTE Muapuaza,
BU3YaITHU
HapyHIEHHs
Hapymenwus Ha yXoTo Tuautyc
1 TabupuHTa
Pecriipatopny, CHHY3UT, EnucTakcuc
I'DEOHH B IIpO3SIBAHE
MeIHACTUHATHI
HapYINCHU
CroMamHO-YpEBHH ['apene | Huapus, 3anek, | CromaliHo-
HapyIHeHusa NOBPBIIAHE, YpPEBHU
CYX0Ta B YCTata | XeMOoparuu
(BKJIEOUHUTETHO
peKTaHa
XEeMOpars)
Hapymenus Ha Perenunsg na
OrOpenure u YpUHATa
MUKOYHUTE MTHTHINA
Hapymenns na YBeu4eHO Yprukapns, ExxuMo3a,
KOXKaTa U HOTEHE anomnenys, AHIHOSIEMH
TIOAKOXXHATA ThKaH oOpuB, IpypUTyC
Hapymenus Ha ApTtpanrus,
MY CKYNHO-CKeJIETHATA MHBQITUs
CHCTEMA U
CHENHUTERHATE
ThKaH
HapymeHus Ha HeanexpaTHa
CHOOKpUHHATa CeKpellys Ha
CHCTEMA AHTHIY peTUIHUS
XOPMOH
Hapyuienua Ha Hamanen XUIMOHATPHEMEA
MetabonyusMa u amneTHT,
XpaHEHETO YBEJIEH -
ATIeTUT o il .
CbIOBH HapyHICHAS S .| ©procrarmina
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OO0y HapymIeHUs i YMopa, Enem
e(peKTH Ha MACTOTO Ha TIAPEKCHUS
NPHIOKeHne
HapyimeHus Ha AHaQMIaKTHYHA
UMYHHATa cucTeMa peaKiy
Xenaro-OunnapHu XenaTar
HapyIeLus
Hapynieans Ha Mpxe: Kenn: I"anaxropes
BB3NPOA3BOAHTENHATA eSKYJANUOHHHY | MeTpoparus,
CUCTEMA K IbpaaTta HapyLICHNS, MEHOparusg MbiKe: npuanuseM
IMIIOTEHTHOCT
Ilcrxwmaam TpeBOXHOCT, Bpykcu3bM, Arpecus, Manus, cynnyaHa
HapyLIEHHS Oe3noKONMCTBO, | @KHUTUPAHOCT, IenepcoHanu3anmms, | nueamnus,
aOHOPMHO HEepBHOCT, XaMQNUHATHI CYUIYMTHO
CHHYBaHe MAHUIECKH norenexHue’
JKeHH ¥ MBKE: | TIPHCTRIL,
HAMAJISHO 06BPKAHOCT
b0 Q701 ()
KEHU:
AHoprazmus

' YiMa crobmenu CIIYYaH Ha CYHIHZIHA HACAlNd ¥ CYHIIUZHO NOBEJICHUE II0 BpeMe Ha JISYSHUE C
SCLIMTANONpaM WM CKOPO ClIe CHHpaHe Ha JIeUeHHeTo (BHXK Touka 4.4).

Creppure HE)XellaHN JEKapCTBEHH PeaXiivi ca HOKIaaBaHy 3a Tepanesruaausa ximac Ha CHOIIC:
ICIXOMOTOpHO Oe3nokolicTBo/akaTizus (BxK. ToUKa 4.4) B aHOPEKCHA.

Cnyyan Ha yaeppxasane Ha QT-wnrepBana ca JOKIaHBaHH B IIOCT-MapKETHHIOBHS MEPHOL,
OCHOBHO Ilp¥ HAlMEHTH C IIPEeHBapUICIHO CHOICCTBYBAIOM ChpAcYHU 3abonsBanus. He e
YCTaHOBEHA NPUIMHHO-CIEACTBEHA BPB3KA.

CaMiroMy Ha OTHEMAHE NPH CIIUPAHE Ha JICUSHHETO

IIpexscrarero Ha CHOILIC/CHPH (ocobeno, xoraro 10 € ps3ko) oOuyaiiHo BoAK 10 CUMIITOMHE
Ha OTHeMaHe. 3aMasHOCT, CEH30pHHN HapyiIeHA (BKIFOYMTEIIHO ITapecTe3usi B YCeIlane 3a
CIIEKTPWYIECKH IOK), HAPYLICHUS HA ChHS (BKIIFOUMTENHO UHCOMEHSA WX HHTCH3UBHO
CHbHYBaHE), AXXKUTUPAHOCT UK O0€3MOKOUCTBO, TaZlcHe W/ UM HOBPHIIAHE, TPEMOpP, 00BPKAHOCT,
IIOTEHE, IaBo0OIUe, nuapys, TalnUTaUH, €EMOIHOHAIHA HeCTabUNHOCT, pasapa3HUTETHOCT U
BHU3YallHH pa3CTPOMNCTBa ca Haii-uecTo poxnaxsanuTe peakuun. Haii-o0m1o Te3u ¢crOuTHd ca Jexu
70 YMEPEHH U CaMO3aTHXBAalH, HO TIpH HIKOU HaIllMeHTH T¢ Onxa Mornu aa 6n0at TeXKH 1/ AU
npogbinxuTeNHu. Ilopamu ToBa ce npenopruBa, KOraro Hy)KEarTa OT JSUSHHE C eCIUTaIopaM
OTIaLHE, A C€ U3BBPIIM IIOCTEIICHHO ClIUpaHe uype3 HaMaliBaHe Ha Jo3ata (B, Touka 4.2 u

4.4),
4.9  Ilpemozupane

ToKCcHYHOCT

Knusugavte JanHy 32 GpeA03UpaHe Ha eClUTalonpaM ¢a OrpaHu4eHd i B MHOI'O CIIydJan
BKJIOUBAT €HHOBPEMEHHO IIPENO3MPAHe ¢ IPYTH JiekapceTsa. B OOMUIMHCTBOTO OT CIIyYaute ca
FIOKTAAaABaHY JCKH CUMGATOMM ¥ JIMIICa Ba cuMIrToMu. DaTanuy cilydan Ha Hpefo3upase ¢
ecruTanonpam ca OHNu psaaKko KOKNAKBaHH, B CIIyJau Ha HPelO3UpaHe ¢caMo ¢ eCIUTaoIpaM;
OONMUHCTBOTO OT CIy4YauTe BKIIIOYBAT SAHOBPEMEHHO IPEHO3UPaAHEe C APYIH H&Kaﬁgﬁeﬁﬁ
npoaykru. Josu Mexay 400 u 800 mg ecuuTanompaM, NpueTH Ge3 APYTH AEKAPCTBa, He ca.

£
BOBCIIH O TCHKH CHMIITOMH, .




CuMIITOMHA

CUMIOTOMHUTE IPH JOKIAMBAHUTE CIyYal HA MMPEAO3UPAHE C ECITUTAIONPAaM BKIIIOYBAT I'IIaBHO
CHMITOMH, CBBP3aHH C IICHTPAIHATa HEpBHA cHcTeMa (0T 3aMassHOCT, TPEMOP ¥ aKHTHPAHOCT AC
PEJIKH CIIyJayl Ha CEpOTOHMHOB CUHAPOM, KOHBYJICHY M KOMA), CTOMAIIIHO-9YPEBHIS TPAKT
(ragese, NOBPEIIAHE), ChPECIHO-CHAOBATA CHCTEMA (XUIOTECH3HA, TaXUKAPAK, VIBIDKABaHe Ha
QT unTepBana u apuTMHSL) U HApYLIAaBaHe eIeKTPOINTHO-CONIeBus Oanamnc (XUIoKatueMus,
XUIIOHATPUEMHUS).

Jlegenue

Hsmva cnenudugen agtuaoT. HeoOxoaumo e 12 ce BB3CTaHOBAT M NOARBPKAT JUXATEITHATE
IBTHIA, Ja C€ OCUTYPH aZEKBaTHO KUCIOpoaHo cHabAgBaHe u pecnupaTopHa Gyskius. [a ce
IIpEeneHd HeoOX0MMMOCTTa OT U3IION3BaHe Ha aKTHBEH BBIYICH M cTOMAallHa IIpoMuBka. Cres
TIEpOPAJICH IpHeM TpadBa Aa Ce HAIPaBu CTOMANTHA IPOMUBKA IIPY IIEPBA BE3MOKHOCT,
IIpenopbyBa c€ 1 MOHHTOPHPAHE HA CHPICSUYHUTE U XU3HEHUTE NOKA3aTeH VCIIOPEAHO C
obIuTe CUMIITOMATHYHH MOANLPXKAIH MEPKH.

5. GAPMAKOJOINMYHHA CBOHCTBA

5.1 dapMakoIHHAMAYHHA CBOHCTBA

DapmakoTepalleBTHYHA Ipylla: aHTHLCIIPECAHTH, CEIEKTUBHE HHXUOATOPH HAa 00paTHOTO

II0eMaHe Ha CEPOTOHUHA
ATC-xom: N06 AB 10

MexaHn3bM Ha KENCTBHES

EcnutanonpaM e ceeKTUBEH HEXUOUTOp Ha 00paTHOTO NoeMade Ha cepoToHuHa (5-XT) ¢
BHCOK aQHHUTET KBM IHPBUIHOTO MICTO 3a cBbp3Bane. C 1000 nbTH I0-BUCHEK aQHHUTET TOU
CBHINO C€ CBHP3BA ¢ AJIOCTEPHUHOTO MACTO 32 CBHP3BAHE HA CEPOTOHHHOBHA TPAHCIIOPTED..
EcrniTamonpaM HIMa WA HPpUTEKaBa cad abuHATET COpsAMO penylla PELEIITOPH BKIIOIATEIHO
5-XTia, 5-XT7, JA I 1 JA JI, penentopH, o -, 02 - U B-aApeHOPEUESHTOPUTE, XHCTAMUHOBUTE
H; peuenropH, MyCKapuEOBHTE XONHHEprHuHY, OSH30UA3EIIMHOBATE U ONIUONTHUTE
PEHENTOPH.

NaxnOnpaseTo ga obpaTHoTo noeMane Ha 5-XT € elHHCTBEHHSIT MEXaHu3bM Ha JICHCTBUE,
o0sicHaBaIl GHapMaKONOTHUHUTS U KIMHAYHE e(DeKTH Ha ECLIUTAIIONPaM.

Kymnanara eeKTHBHOCT

Ionsam oenpecusen enuzo0

YCcTaHOBEHO €, 4e eCIUTAIoNpaM € eeKTHUREH IIpU JSICHUE Ha TOJIIM ACIPECUBEH CIIH30H B
octpara ¢asza B TpH OT YeTHPH KBOHHO-CIENH, INane00-KOHTPpONMNpady KpaTKocpounH (8-
CeIMHYHA) IIpoyusadud. B IBITOCPOYHO NpOyUBaHE 34 IPEXOTBpaTIBaHe HA penuguB 274
HaNUEeHTH, KOUTO ¢a OTTOBOPUIE Ha I€YEHHETO II0 BpeMe Ha HadanHaTa -CceiMUYIHa (asa Ha
JIeueHue B YCIOBHATA HAa OTBOPEH OHHUT ¢ ecnuTanonpaM 10 umu 20 mg/men, ca ciayyaiiHo
ron0paHy 1a TpoaBIDKAT TePAIUATa ChC ChIIAaTa 1032 ECIUTATIONpaM HIIH C IIanedo 3a NepHoi
o 36 cepmuny. B ToBa npoy4yBaHe IPU MaATHCHTUTE, IPOABIDKIIM Jia I0ITyYaBaT
eCIUTAIIONPAM, €€ YCTAHOBABA 3HAUMMO IIO-ABJIBI HHICPBAT OT BPEME. HPeIA HacTEIBaHE Ha

PENHUINB TIpe3 ClleABanIHTe 36 CEAMUIIM CUpIMO TE3U, MOy YaBaly. II*JIﬂIJ;E:G(l.. BN
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Coyuanno mpegosicHo pascmpoicmeo

Ecnuramonpam e nokasan e(peKTHBHOCT KaKTO Ipy TpU KpaTKocpouny (12-cemMuyan)
IpOy4dBaHus, Taka ¥ IpH 6-MeCcedHO NpOyUYBaHEe 3a NPEeAOTBPATABaHE Ha PSIIMIUB IIPH MalAECHTH
CBHC COLTHATHO TPEBOKHO Pa3CTPOMCIBO. Y cTaHoBeHa € edeKTBHOCTTA Ha J, 10 1 20 mg
eCHUTaNIompaM NpH 24-CeIMUYHO IIPOYIBAHE 34 ONpEACisHe Ha F03aTAa.

['enepanuzupano mpegodiicHo pa3cmpolcmeo
EcruranonpaM B 1o3u 10 1 20 mg/nen e eeKTrBEH B YETHPH OT YETHPH IUIane60o-
KOHTPOJIMPAHU TIPOYIBAHYIL.

B 00600menuTe JaHEN OT TPH OpOYYBaHUS ChC CXOACH Mu3aliH, BKiouBamy 421 namuuesnra,
IpUeMaa ecHuTanolipay ¥ 419 nauuenTa, mpHeMany raiebo, Ha TepanusaTa ca OTIOBOPHIH
croTBeTHO 47.5% 1 28.9%, a 37.1% u 20.8% crorBeTHO Ca HocTATrHAIH peMucus, IlocTosaen
edekT e Omn HabmrogaraH oT ceamulia 1.

Ilonnbp:xane Ha e)eKTUBHOCITA Ha eciuTaonpaM 20 mg/nen e geMoscTpupana B 24- o 76-
CeAMHYHO PAHAOMHU3MPAHO [Ipoy4Baye 3a HoOLAbpKade Ha eeKTHBHOCTT 1Ipy 373 nanuenTa,
KOUTO ¢a OTTOBOPHIIM Ha TEpalusTa Upe3 HbPBOHAYATHOTO 12-ceqMuYHO IeYSHHE NIpH
OTBOPECHO NPOYIBaHE.

ObcecusHo-KOMNYACUBHO PAICMPOUCINGO

Ipu pagpoMusupado, ABCHHO-CIANO KIMHEYHO npoyusane 20 mg/nen ecuuranonpam € nokazai
pasimxa ¢ mianedo o Y-BOCS o0 ckop cnex, 12 cemvunu, Cren 24 cepmunu kaxTo 10, Taka
1 20 mg/neH ecuuTalIonpaM JeMOHCTpUpaT IPESaUMCTBO B CpaBHeHHe ¢ manedo.

IIpenorepaTrspaneTo Ha penarc e 0o gemonctpupano 3a 10 u 20 mg/neH ecuutanonpaM Ipx
[AIHEHTH, KOUTO Ca pearupaiy Ha eCuTalIonpamM npe3 16-ceIMuIsE0 OTKPUTO IPOYYBAHE U
KOUTO Ca IPOIBIDKUIIN YYaCTHETO CH B 24-CEAMIUHO PaHIOMU3HPAHO, JBOVHO CIIAIO, IIanedo
KOHTPOIHUPAHO HPOYIBaAHE.

52  (dOapMaKkoKUHeTHYHH CBOHCTBA

Abcopbuus

A6copbnusara e IOYTH IIBIHA X HE 38BHCH OT lIpHeMa Ha XpaHa (Cpeldo BpeMeTO SO JOCTUraHe
Ha MaKCHMAJIHH KOHUEeHTpanuy (CpemHo Tmax ) € 4 gaca ciiell MHOTOKPAaTHO IIpHIIOKECHEE).
Kaxto npu paneMuyHus MATAIOIpaM, abconroTHaTa OMOHAIMYHOCT Ha ECIHTANO0IpaM Ce OUaKBa
1a e okomno 80%.

Pasnpenenenue

O6eMBT Ha pastpemencnue (Vqs/l) cnen nepopando mpuimoxerue € okono 12 mo 26 Likg.
CBBp3BaHeTO ¢ HasMenute mpotTeunu e nog 80% 3a ecruranomnpaM U HErOBIRTE METAOOIHTH.

buorpanchopManug

EciigranonpaM ce MeTabonu3upa B HepHUS Apod A0 AeMETIIMpaHd U JU-IEMETHIMPAaHu
metabonuth. Y geara merabosuTa ca dapMakomoruyso akTuBHU. OCBEH TOBA a30THT MOJKE Ja
ce OKHCHH J0 MeTabolmTa a30TeH OKUC. Ml OCHOBHOTO CheAUHEHNE, K META0OIUTHTE Ce
€KCKPETHpAT YaCTHIHO 10/ (hopMaTa Ha MIOKOpoHuay. Cliel MHOTOKPaTHo: z:osnpa:ﬂe CPEIHUTE
KOHIECHTPAIMH HA JEMECTUIHPAHUTE U IU-AEMETHIMPaHN METabONUTY ca; 661{1&1@3&110 28 31% u
<5%, CROTBETHO OT KOHLICHTPALIMATA HA €CIIHTAIOIPaM. BHOTP&HCII)OPM&E[IIHT& HA e
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ecCHMTaNOoIIpaM A0 AeMETHInpanuAs MeTabonuT ce Meauupa npexumuo ot CYP2C19. Uzsecten
npuHoc moraT na nMmat 1 CYP3A4 u CYP2D6.

EJlMMHHEBpaHe

EJMMAAANTUOHHUAT TIONYKUBOT (11/2,3) CIEN MHOTOKPATHO mo3upane € okono 30 yaca u
nepopankuat wiazMeH KIUPBHE (Cl or) € oxoino 0.6 L/min, OcHOBEUTE MeTa0OINTH UMAT
3HAYMTENHO IO-ABIEI HONYxuBoT. Cauta ce, ue ecnuTanolpaMm i OCHOBHUTE MeTabOJIHTH Ce
SIHMUHUpAT KaKTO Npe3 YepHU Apob Taka & upe3 650pennuTe, KaTo OCHOBHATA YACT OT J03aTa
ce OT/IeNs H0F fopMara Ha MeTaOONHUTH ¢ YpPHHATA.

dapMaKOKUHETAKATA € JIMHecapHa. CralldOHapHH IIasMeHH HHBA C€ JOCTHraT 3a 0KOJo 1
cepMupa. CpeAHHTE CTAHOHAPHK NNa3Menu KonnerTpaiui oT S0 nmol/L (cpeano ot 20 no 125
nmol/L;) ce nocturar npyu agepaa go3a ot 10 mg.

IlanmenTy B crapyecka Bh3pact (65 ronuny)

EcnuTanonpaM U3TIIeXIa e eNuMIHNpA Mo-0aBHO IIPY MallMeHTH B HallpeqHala Bb3PacCT B
cpaBHeHue ¢ Mnaau uaauBkay. Cucremuara ekenosunusa (AUC) e ¢ oxono 50% mo-BHCOKO HpH
BB3PACTHH B CPABHEHHUE CHC 3APABH MIIAH JOOpoBONIH (BXK. Touka 4.2).

HaManeHa yepHoApoOHa DYHKIHS

1Ipu manuenTH ¢ jIeka 10 ymeperna yepHoapoOHa HenocrarbuHocT (Child-Pugh xnacudukars,
I'pyla A 4 B), IOJy-XHUBOTHT Ha ECUUTANONpaM € OMII IpHOIHA3UTEIHO KBa ITETU HO-ILIET, &
eKcno3unuaTa ¢ oxosio 60% mo-Bucoxa, OTKOJIKOTO IIPH CyOeKTH ¢ HOpMaliHa YepHOIpobHa
dyakus (BXX. Touka 4.2).

HamaneHna 660pedra QyHKIINS

IIpu parieMuyuHNA UUTATIONpaM ¢€ HaOIIOMaBat mo-AbIbT IIONIY-XUBOT U MEHEMAIHO
YBEJIMYCHE Ha eKCITO3UIMATA TIPH HANUEHTH ¢ HamaieHa 0p0peuna ¢ynxmus. (CLer 10-53
ml/min). IInasMenuTe KOHIEHTPALMH Ha MeTabOIUTHTE He ca POyYBaHH, HO MOr'at fa Onaat
TOBHIIEHHU (BXK. Touka 4.2).

JJormMopdu3pM

YcTasoBeHo €, ye cnabu Metabonuzaropu 1o otaomenue va CYP2C19 wmar asa IbTH I10-
BHUCOKH IINTa3MEHU KOHICHTPAKU Ha ECIUTANONpPaM OTKOJIKOTO MoIuuTe Metabonusatopu. He
e galIoiaBaHa 3HauKMa IPoMAHA B EKCIIO3UITHATA IIpY cliabl MeTadolM3aTopH 110 OTHOIICHUE

ga CYP2D6 (Bx. Touka 4.2).

5.3  IpenkMuHUYHM JAHHH 38 6€30IacHoCT

He ¢ riposesxaaHa LSI0CTHA KOHBEHIIHOHANHA CXEMa OT IPEAKINMHHYHYE HPOYIBAHAL C
ECIIUTATIONpAaM, THH KaTo 00eAUHIBAUTE TOKCHKOKHHETUYHH ¥ TOKCHKOJIOIMUHH NPOYyYBaHKI C
eCIIMTATIONpaM ¥ UTATOHpPAM, HPOBEACHH IIpH IITHX0BE ca HoKasand cxozer npodun. Eto 3amo
IsutaTa HEGopManus 3a IUTaIonpaM MoxKe Ka Oble eKCTpalloAnpaia KbM eCHHTAIONpaM.

ITpu cpaBHUTENHE TOKCUKOJIOTHYHY IIPOYUBAHUS C INIHX0BE, €CIUTANONpaM U IIHTANoIpaM ca
[peqU3BUKANY KapAUOTOKCUYHOCT, BKIIIOUHATENHO 3aCTOHHA Chp/IeuHa HENOCTATRYHOCT, CIEH
LPOBEZICHO JICUEHME B IIPOABIDKEHHE Ha HAKOIKO CEAMHUIIY KaTO Ca N3NOI3BaHi NO3HPOBKH,
KOHTO Ipenu3BHKBAT K 001ia ToKCHYHOCT. H3rnexa ge K&pﬂﬁo’mmﬁqﬁﬂbwa KQpenupd ¢
IMKOBHUTE IIIa3MEHY KOHIEHTPAUK OTKOJKOTO ChC crcTeMuO m3narane (AUC). Iukosmre
IINTa3MEHY KOHIICHTPpAaUUud Ha HUBO 0e3 e(eKT ca HaaXBEPIIAN (8 II'LTI;i) TE3H, I[OGTHFH&TH"}I?H
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KnuHgHa ynotpeda, noxato AUC 3a ecnuranonpaM e Omita caMo 3 10 4 IIETH T0-BUCOKA OT
H3JIIaraHeTo, IOCTHrHATO TIPH KIMHAYHO H3noi3Bane. 3a nuranonpaM AUC-croliEoCTHTE 32 S-
eHaHTHOMepa ca Ouiu 6 10 7 bTH HO-BHCOKH OT U3laraHeTo, JOCTUTHATO NPH KIMHHYIHO
u3ron3sage. Haxoaxure ca Half-BEpOATHO CBBP34HM C IPEKAJICHO BIUIHUE BEPXY OHOTCHHUTE
aMUHH, T.€. BIOPUYIHO Ha NEPBUUHHTE (apMaKoIOTHIHK edekTH, KOeTO 00ycnaBs
XeMoJguHaMuuHE e(eKTH (peRyHupaHe Ha KOPOHAPHMSS KPBBOTOK) B HCXeMud. TousudT
MEXAaHW3HM Ha KapIZUOTOKCHIHOCT HpY IIHX0BE 00a4e He € saceH. KIIUHUYHUST OIUT ¢
IUTANOIpaM U ONUTHT OT KIMHUYHY IIPOYUBAHUA C ECITUTANIONPAM HE IT0Ka3Ba, Y€ TE3W HaXOIKu
AMAT HKaKB4a KITMHWYHA BPBH3Ka.

[Ipu npoBexgane Ha JeUECHIE 3a HO-ABITH TIEPHOAM C eCHUTAIONPAM K HUTAJOHIpaM €
Ha0MIOAABAHO IOBUINEHO CHOBPXKAHNE Ha (ochOMINAN B HAKOU ThKaHu Kato 0511 apod,
enuAnanM 1 geped Apob Ba mrpxose. Haxoaxure 3a enuauapM 1 9epel Apod ca HabiroaBasy
IIpH U3JIaraHe CXOIHO C TORA ¥ YOBEK. EQexThT € 00paTuM CIexn NpeKparsBaHe Ha JICYCHUCTO.
IIpwm xupoTHH ¢ HabrONaBano HaTpynsane Ha dhochomuamuau (pochonunmmosa) Ipu
yrorpebara Ha peauiia KaTnonad aMpudunan MeaukaMerTy. He € U3BECTHO Zany TO3u
dbeHOMEH ce HalIIoaBa ¥ Ipu Xopa.

B eBOIONMOHHOTO IPOYYBAHE 3a TOKCUYHOCT IPH IUIHXOBE €A HAMEPSHY eMOPHOTOKCHYHM
eextr (HaManeHo TerjIo Ha nnoxa ¥ obpatuMo 320aBgHe Ha ocu(puKauaTa) npy U3Narase B
yenopust Ha AUC HaxBEPIAII0 B3laraHeTo, JOCTUrHATO IIpH KiuHu4Ha yrotpeda. He
HaOmoasaa DOBUIIECHA 4eCcTOTa Ha MalihopManuy. [Ipe- H IOCTHATANHO NPOYYBAHE €
IIOKA3aJI0 HaMaJICHA MPEXUBICMOCT IPe3 IaKTALMOHHUS IIepHOo IPU H3Harade B YCIOBUS Ha
AUC HagxsLpigio U3JiaraseTo, JOCTUTHATO IPH KIHHIYHA YIoTpeoa.

6. ©®APMAIEBTHYHM TAHHHU

6.1 ChnuchK HA MOMON{HATE BEIECTBA

Crpuesrra Ha TabreTKaTa:
MukpoKpHcTansa Nelyao3a
CHIHIHER JUOKCHUI, KOJIOUAEeH De3BoZcH
Tanx

Harpuena xkpockapamenosa
MarsesueB cTeapar

O0OBHBKA:

XHUTIPOMENI03a
Maxporoin 400

Tutamuer muoxcun (E 171).

6.2 HechBMEeCTHMOCTH
He e mpminoxuMo.

6.3 Cpox Ha roauocTt
3 roJuHi. LT

6.4 CoenuaiaM ycJIOBUS HA CHXPAHEHME Jfmse



To3u IeKapcTBEH HPOAYKT HE H3HCKBA CHCIHANHY YCIIOBUSA Ha ChXpaHEeHUe,
6.5 JTaHHH 33 OAKOBKATA

bimcrepn: Ilpospaunu; PVC/PE/PVAC/AnymunneBn OIIBCTEpH B KapTOHEHA OTIAKOBKa; 14, 28,
56, 98 Tabnerku — equEmIHU Ho3y; 49x1, 56x1, 98x1, 100x1, 500x1 tabmerku (5, 10, 15 1 20

mg)

bmucrepu: benn; PVC/PE/PVAC/AnymusueBn OimicTepy B KapToHeHa Omakoska; 14, 20, 28, 50,
100, 200 tabmerku (5, 10, 15 u 20 mg)

HonunpornuieroBy onakoBky 3a Tabierxy; 100 (5, 10, 15 1 20 mg), 200 (S u 10 mg) Tabuerku
He Bcmuky BUAOBE OHAKOBKH MOTaT Za ObRaT NyCHATH B Hponaxoa.
6.6 Croenuanuu npeanazHu MEPKH IPH H3XBLPJSTHE
HsamMa crenuaniy H3HCKBAHUS.
7. IIPUTEXATEJ HA PASPEIIEHUETO 3A YHOTPEBA
Lundbeck Export A/S
Ottiliavej 9

DXK-2500 Copenhagen-Valby
Jlanug

3. HOMEP HA PE3PEHIEHHUETO 3A YIHOTPEBA

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

9. JATA HA HBPBO PASPEHNIABABE/INOJHOBABAHE HA PASPEIIEHUETO
3A YIHOTPEBA

Jlata Ha WEpBO pasperrasane: 06.08.2007
Iara x#a nociIegno noaHOoBABaHe: be3cpouno paspelleHue 3a yroTpeda

10. TATA HA AKTYAJIUSHUPAHE HA TEKCTA
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