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1. HNME HA JJEKAPCTBEHUS NPOAYKT

CIPRALEX 5 mg dhunvupadd Tabnerky
CIPRALEX 10 mg dbumvupasn TabneTKH
CIPRALEX 15 mg dunvupaHy TabIeTKH
CIPRALEX 20 mg dbumvupasnn TaGaeTKy

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Cipralex 5 mg: Bcaxa Tabnerka cpabpixa 5 mg ecnutanonpaM (1o hopmata Ha OKCAIAT)

Cipralex 10 mg: Bcaxa Tabnerka cpaspixka 10 mg eciuranonpam (non ¢popmara Ha OKCANAT)
Cipralex 15 mg: Bcaxa Tabnerka ceabpxa 15 mg ecnuranonpaM (nox dopMara Ha OKCANAr)
Cipralex 20 mg: Bcaka Tabnerka csaspka 20 mg ecuuTanonpaM (nox dpopMarta Ha OKCANAT)

3a DBEAHEA CIIMCHK Ha MOMONIHUTE BEIeCTBA, B, ToUkKa 6.1.

3. JEKAPCTBEHA ®OPMA

Oumvupana Tabierka.

Cipralex 5 mg: Kpsria, 6amna puymupana tabnerka ¢ oboznaueHne “EK” ot exHara cTpaHa.
Cipralex 10 mg: OBanna, 652, ¢ nemrenna uepTa GuiIMupana Tabierka ¢ obozgavenue “E” u
“L” or mBeTe CTpaHU Ha ACTUTEIIHATA YepTa OT €AHaTa CTpaHa Ha TabJieTKara.

Cipralex 15 mg: Opanna, 6s1a, ¢ Aenarenta yepta humMupana tadbnerka ¢ obosHauenne “E” u
“M” or ZBEeTE CTpasK Ha AeJMTellHaTa YepTa OT ¢IHaTa cTpaHa Ha TabneTKarTa.

Cipralex 20 mg: Osanga, 6s5a, c genmuTenHa depra Gumupana TabneTka ¢ oboznagenue “E”

“N” oT gBETE CTPAaHM Ha JENUTENHATA YepTa OT ¢HHATA CTpaHa Ha tabimeTKara.

Tabnerxute ot 10, 15 u 20 mg Morat ma 6sHat pa3jie/IcHU Ha ABC PaBHU IOJOBHHHU.

4. KIMHUYHU AAHHHN

4.1 TepaesTnuBHi MOKa3aHUA

Jlegyenne Ha rojagM JENPECABEH €IIH30.

Jledernne Ha MAHWYECKO Pa3CTpoUcTBO ¢ unu 6e3 aropadodus.
Jlegenne Ha COIUANHO TPEBOKHO pa3cTpoicIBo (conuanHa Gobus).
Jlegerye Ha TeHEPAU3UPAHO TPEBOMKHO Pa3CTPORCTBO.

Jlegenne Ha 00CECUBHO-KOMILYJICHBHO Pa3CTPOMCTRO.

4.2 Ho3upoBKA H HAYMH HA NPHJIOIKEHHE

bezonmacHoCTTa B IHEeBHY 031 Hax 20 mg He e ycTaHOBEHA.




Cipralex ce npunara KaTo €HOKpaTHa JHEBHA 1034 X MOXKE Ja ce IpueMa 0e3 ornen npueMa Ha
XpaHa.

FoyisM REeTpeCHUBEH SHN30X
ObwuuaiiHaTa no3a ¢ 10 mg efHOXpaTHO JHEBHO. B 3aBUCHUMOCT OT MHAUBUIYAHUSI OTTOBOD HA

AlHEHTa, o3aTa MOXKe Ja Oplle YBelndeHa MakcuManHo o 20 mg JBEBHO.

OBHKHOBEHO ¢a HEOOX0AUME 2-4 CEAMUNM 32 IOCTUTaHe Ha anTuaenpecusrud edexr. Cien
OBIIaJABAHEC HA CHMIITOMHTE CE Hajara JeueHHe B IPOABIDKEHKE Ha IToHE 6 Mecena 3a
CTaOUNH3UPAHE Ha IIOCTUTHATHSA TEPANeBTHUEH pE3yIITAT.

Tanugecko pa3cTpoiicTBO ¢ #iaH 6e3 aropadobiig

IIpes nepBata cegMuIia ¢ NpENOphHUBa €XAHOKPATHA JHEBHA 1034 OT 5 mg, KOATO CIIeH TORa 14
OBze yeenudeHa Ha 10 mg naesno. Jlo3zaTa moxe 1a 651e NONTBIHATEIHO YBEIAIEHA 110
MakcuManso 20 mg AHEBHO B 3@BUCHMOCT OT HHIUBYIYAIHAS TepalleBTAYICH OTrOBOD HA
IFareHTa.

MaxcuManga eeKTHBHOCT Ce IIOCTHra Cliell OKOJIo 3 Mecena. JleuenneTo IpoaEIKaBa HIKOIKO
Mecera.

Colianio TPEBOKHO Pa3CIPONCTBO

ObunuaitiaTa no3a € 10 mg enHokpaTtHo naeBHO. OOHKHOBEHO ca HeoOXoauMH 2-4 ceMUIlA 3a
J1a ce IMocTHrane objeKuaBane 5a cuMuroMuTe. Jlozara MoXxe na 0plie JOIIBIHHATEIHO HaMalIeHa
0 5 g Wil yBenuueHa Ao MakcumMalHo 20 mg JHEBHO B 3aBUCUMOCT OT UHIUBUITY AJTHHUS
TEpaIeBTHYCH OTTOBOD Ha NAiifieHTa.

ConpaiHo TPEBOKHO pa3CTPORCTBO € 3abongBane ¢ XpOHHYHO IIPOTHYAHE U CE IIperiophiBa
JIedeHne B IPOARIDKEHME Ha 12 cegMuuy 3a cTabunusupane Ha pesyirara. OTroBopsT HA
IBITOCPOYHO JICYCHME € TIPOYUBaH B IIPONLIDKEHUE Ha 6 Mecena 1 MOXKe Ja Ce CuMTa,
OCHOBABaWKU C€ HA HHAUBUAYATHUTE CITYYaH, 4e BONH A0 IIPSAOTBPATSBAHE Ha PEIIHIUB;
IIOJI3UTE OT JISUeHNEeTo TPIOBa Ja ObJar npeolleBIBAHY Ha IIOCTOSHHY NHTEPBAlIH.

Conpanao TPEBOKHO Pa3CcTpoiicIBO € qobpe AehuHUpas JUArHOCTUYCH TEPMUH 3a CIIenHpuUIHO
pazCTPORCIBO, KOeTO He TpsAOBa Ja ce OppKa ¢ IpeKoMepHa cpaMexuBoct. @apmakoTepanusTa
€ IIOKa3aHa caMO, KOraTo pa3CTpodCTROTO CMyIaBa 35auMO IpodecOdaNHaTa ¥ colpanHa

IEHUHOCT.

MSCTOTO Ha JISYEHHETO B CPAaBHEHUE C KOTHUTHBHATA MIOBEASHUYCCKA Tepallisd He € OLEHIBaHO.
dapMmaxoTepariiaTa € 4acT 0T 001ara TepaneBTHYHA CTPaTEruy.

I 'epepanu3npado TPEBOMKHO PA3CTPOUCTBO
IIsproHavuanyara no3a € 10 mg egHOKpaTHO JHEBHO, B 3aBECHMOCT OT HHINBUAYAIHUS OTTOBOD
Ha ITallFCHTa, J03aTa MOXe Jia Obe yBenmueHa MaKcuMainHo fo 20 mg AHEBHO,

OTroBOpET Ha ABITOCPOYHOTO JIEYEHNE € IPOYIBaH B HPOABIDKEHIE [I0He Ha 6 Mecena mpy
manueHTH, npuemamy 20 mg/naen. Ilonzure or nedeHueTo U go3ara TpabBa A3 f 65;(&‘%”“ %\

€OIICHSB a IIOCTOSIHHHA u (BXK. A 2 ]
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O0bcecHBHO-KOMIYICHBHO Pa3CTPOMCTRO
IIspBoHaganmyara no3a ¢ 10 mg eHoKparHO AHEBHO. B 3aBHCHMOCT OT HHIUBHAYANHUA OTTOBOP
Ha IanyeHTa, 1o3aTta MoXke 1a 05ie yBennueHa MakcuMardao o 20 mg nqHesHo.

Twit kato OKP € 3abo0mngBane ¢ XpOHUYHO NPOTHYAHE, NCUCHUETO Ha MTaleHTuTe TpsOBa Aa
MPOAELIDKA AOCTAaTHYHO MPOJBIDKATEIHO BpeMe A0 H3Ue3BaHe Ha CHMIITOMHUTE.

IlonzuTe OT NEYCHUETO 1 1o3aTa TpAOBa Aa OBIAT IPeOoNicHIBaHY Ha IOCTOSHHY HHTEPBAIH (BXK.
TO4YKa 35.1).

Ctapuecka BB3pacT (> 65 romyusm)

Jla ce uMa IpeBUA HAY9aNHO JICYEHUE ¢ OJOBHHATa 0T oDu4aiiHo IIpeliopbuBaHaTa go3a U I10-
HUCKa MakcuMaliHa fo3a (BxK. Touka 5.2).

Edexrusrocrta Ha Cipralex npu conuaiHo TpeBOXKHO pasCTPOMCTBO HE € IpoydeHa NPH
IIAIHEHTH B CTapyecKa Bb3pacT.

Hena u rosomy (< 18 roausn)
Cipralex He TpsOBa /ia ce H3IO0JI3Ba IPH NE€UESHNESTO Ha Jiela U I0OHOIIMN Ha BE3pacT Hox 18
roguad (Bx. Touxa 4.4).

Hamasesa 050peuHa QYHKITHS

IIpu nanpeHTH ¢ IeKa 0 YMEpEHa cTencH Ha Ob0pedHa HeIoCTaTh9HOCT HE ¢€ Hallara KOPEKIU
Ha Jo3aTta. MI3ucKBa ce MOBHINCHO BHUMAaHKE MPH HAIlUCHTH C TEXKO YBpeacHa OrOpedna
dyukEs (CLer mo-Manek ot 30 ml/min) (Bx. Touka 5.2).

HamaneHna depHoaApoOHa BYHKIINS

[IpenopruBa ce HauasHa J03a OT 5 mg JHESBHO IIPe3 IBPBUTE ABE CEIMULIM OT JICUEHUETO NpU
HalyeHTH ¢ JIeKa J0 YMEpEeHa CTelCH Ha YepHOAP0oOHa HEeA0CTaTHIHOCT. B 3aBrCUMOCT OT
WHIUBUYATHAS TSpalleBTHUEH OTrOBOP, T03aTa MOXKE Ja Ope yeenumdgeHa 10 10 mg nueBHo.
[Ipenoprusa ce ITOBHIIIEHO BHUMaHHUE H 0CO0CHO BHEMATEIHO TUTPUpAHe Ha 03aTa fpu
OanyeHTH ¢ TeXKO yBpeHeHa YepHoApoOHa (DyHKIUA (BK. ToUka 5.2).

Crnabu metabonmzaropy Ha CYP2C19

[TpH manueHTH, 3a KOUTO € H3BECTHO, Je ca cnabu Metabomuzaropu Ha CYP2C19 ce
IpEnopsYBa HaJamHa K034 0T 5 mg NHEBHO Mpe3 HBPBUTE OBE CEAMHUIIH 0T JIeyeHueTo. B
3aBHCHMOCT OT HEJIUBUXYANHUS TepalleBTHYEeH OTTOBOP, To3aTa MOKe Aa 0pa¢e yBenuuyena a0 10
mg THEBHO. (BK. TOUKa J.2).

CuMIITOMHY Ha OTHEMaHe, HaOIIOXaBaHH IIPY IIPEKpaTIBade Ha JICUSHUETO

Tps6Ba na ce u30srsa BHE3AIHO PEKpaTsBaHe Ha JieueHueTo. [Ipy npexpaTseane Ha JICUEeHHETO
C SCHUTANIONpaM, K03ara ciiesa ga ObAE IIOCTEIICHHO HaMalliBaHa B IIPOXBIDKEHIE HA TIOHE
efEa N0 JBe CeAMHUITH ¢ IEN Ja ce HaMalli pHICKa OT CHMIITOMH Ha oTHeMaHe. (BX. Touyka 4.4 1
4.8). B cny4ait Ha BE3HHKBAHE HA HENPUEMIHUBY CHMIITOMHU CJIE HaMalIsBaue Ha X03aTa UK
IpEeKHCBaHe Ha JEUSHHUETO, MOXKe Ja ce 0OMUCIH Bb300HOBABAHE Ha IpUeMa Ha IIpEeAd ToBa
npennucanara fo3a. B mocneaciBue nekapaT OX MOI'BI Ja IPONBIDKE HAMasIBaHveTo Ha J03aTta,
HO IIO-TIOCTEIICHHO.

4.3  IIpoTHBOHOKA3ZAHUS

CBP’BX‘IYBCTBHTEJIHOCT KbM eClOUuTalnonpaM NIk HIKOC OT IICMOIITHUT



ENHOBPEMEHHO JICUEHUE C HECENICKTUBHY, HeoOpaTiMI HHXHOUTOPH Ha MOHOAMHHOOKCHFa3aTa
(MAQO-uExuduTopH) € HPOTUBOIOKA3aHO HOPATH PUCK OT CEPOTOHHHOB CUHADPOM C
AKUTHPAHOCT, TPEMOP, XHUTEPTSPMEL U Ap. (BX. Touka 4.5)

KombuHupanero wa ecuutanonpam ¢ obpamumu MAO-A nuxubutopu (Haupumep
MOKNOOeMUn) Ui obpamumust Hecenexmusen MAO-HEXAOHTOP THHEIONH € NIPOTHBOIOKA3AHO
IIOpagy PUCK OT OTKIIIOYBAHE HA CCPOTOHUHOB CHHAPOM (BX. TOuKa 4.5)

4.4 Cnenyanau npeaynpexieHus M IPeXIasHu MepKU HPH yiorpeda

Crenuute CIICHUANHA IPEAyIPEeXKISHNA U IPSaHa3Hd MEPKY CE€ OTHACHT 0 TepalleBTHIHAS
knac CUOIIC (Cenexturan Huxubutopu Ha Ob6parnoto Ioemane na Ceporonnua).

Yriorpeba 11py fiena ¥ ¥OHONITH Ha BE3pacT o 18 roausu

Cipralex He Tpa6Ba Aa O0b/e H3M0N3BaH IPH JSUYCHHETO HA Aela K IOHONIM Ha Bh3pacT Iiox 18
roguHy. CYHIHIHO IOBEACHKE (CYUUHAHN ONUTH M CYHMUMIHA MUCIIH) U BpaxxaeOHOCT
(mpeobnagasalmo arpecusi, NPOTUBOIIOCTABAHE X I'HSB) ¢a OUiIH I10-4ecTo HaOmozaBaHH IIpH
KIUHAYHY IPOYYBaHUA CpEJl Jeiia ¥ IOHOIIY, JIEKYBAHU C AaHTUACIIPECAHTH B CPaBHEHHE C
TaKUBa, IIPUEMAaNH iane00. AXO OCHOBABAMKY €€ Ha KIMHUYHA HeO0X0OUMOCT, BBIIPEKH
BCHYKO C€ B3EME PCIICHUE 3a JICUCHHUE, TAUCHTRT TpaOBa ga Ophe BHIUMATEIHO MOHUTOPHPAH
3a II05Ba Ha CYUIINIHH CHMITOMH. B HOITBNHEHHUE, TUIICBAT ABITOCPOYHY NaHHH 32
Oe30nacHOCTTA HIPH Jiela H IOHOIIH, Kacaciii pacTeika, Chb3pABaHETO, KOTHUTHBHOTO |
IIOBEJICHYCCKOTO Pa3BHTHE.

IlapagokcaiiHa TPEBOKHOCT

IIpu gHAKOU IMAIEHTH ¢ TTAHHYECKO pa3CTpOHCTBO MOXKe Aa ce HabIogaBa 3acHIIBaHe Ha
TPEBOXHOCTITA B HAYANOTO Ha IEUEHUETQ C aHTUACHIpecalTH. Ta3u napagoKcalHa peaKkius
OOMKHOBEHO OT3BYYaBa B IPONBIDKEHHE HA OKONO JBE CEAMUIM IIpH IIPOBEKAaIe Ha
IPOXBIDKUTENHO euenue. IIpenoprusa ce Hucka HadajlHa Jo3a C el [1a € HaManHn
BEPOATHOCTTA OT anKcHoOrereH epext (Bx. Touka 4.2).

I'bpuoBe

IIpreMBbT Ha I€KapCTBEHUS IPOAYKT CIEIBA 1A CE NPEKPATH ITPY BCEKH HAIUEHT, NIPH KOHTO ce
nosBsBat rep4ose. CHOIIC tpabea ma ce u3bareart npH ManyeHTy ¢ HecTaOUIHa eNMIeIICHS, 8
NalyueHTHTE ¢ KOHTPOINpaHa CIMICHCHs Ja Op0ar BAUMATENHO Tpocneadasany. [IpueMbT Ha
CHOIIC cnegpa ce mpeKpaTH, ako MPUNIaFbhIUTE 3a4eCTsIBaT.

Manns
CHOIIC cnenBa fa ce U3nOI3BaT BHUMATEIHO IPpH NanienT ¢ JaHHA 3a MaHH s/ XHIOMAHMA.
IIpuemsT Ha CHUOIIC cneppa ja ce nipexpary NpH BCeKH NallueHT IPeMUHal B Maruiiga (asa.

JTradeT

ITpu nnanyedty crpanamy ot auaader, neuernero ¢be CHMOIIC Moxe fa mpOMEHH KOHTpOJa
BEPXY KPBHBHATA 3axap (XUITOTIHKEeMHUI Wy XUIlepraukeMus). Moxe na ce HanoKu KOpeKIIusI Ha
HHCYJIHA H/MIH IIEPOPATHHTE XAIIOTIIMKEMITYHY CPEACTBa.

R
CamMoyOMMCTBO/CYIMNEN MUCHN WM KIIMHIYHO BIOINABaHE ,/‘ \ERHE g ;‘-\
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CeAMMUK AN OBEYE OT HAYAJIOTO Ha JEUSHUETO, NalieHTHTE TPI0Ba Aa 6BIaT MO CTPOro
HabmofeHne A0 nosBara My. KIIMHUYHUAT ONUT COUH, Y€ PUCKET 0T CaMOyOHiCTBO MOKe Ha
HAapacHe IIpe3 paHHUTE eTallk Ha BH3CTAHOBUTEIIHUS IEPHOS.

Lpyeu ncuxuunu 3abonasanus npu xoumo Cipralex ce npednucea, cvujo mozam 0a 6voam
CEBP3AHU C ROGULHEH PUCK Om CvOumus, cebp3anu Cve camoybuticmeo. Oceen masa mesu
3abonsasanus mozam 0a 6v0am cviemany ¢ 20naMo OenpecusHo pascmpoticmeo. Ilpu nevenue
Ha nayuenmu ¢ opyau nCUXuYHY Hapyuiernus mpsabea da 6woam ceOnrooasan Coiytine
NpeonasHy MepKu, KaKmo npu AedeHue Ha nayueHmy ¢ 20JM0 0enpecusHo pascmpoicmso.

Vi3BeCTHO €, ue NaUeHTH ¢ aHaMHe3a 3a CEOUTHA, CBBP3aHU ChC CaMOyOuUCTBO, HIIH
ITOKa3Ballly B 3HAUUTEIHA CTEIICH CYMUMIHN HICaltuy, IIpEH 3a04BaHe Ha JICUYCHHUETO, ca
H3I0XEHH HA [TO-BHCOK PUCK OT CYUIMIHH MUCIH WA OIUTH 3a caM0oybuicTBo U Tpabsa Aa
ObaaT BHUMATENHO HAOIFOAABAHY 110 BpeMe Ha JiedeHueTo. Mera-aHam3z Ha mranedo-
KOHTPOJHPaHH KIMHHIHH H3TUTBAHNS Ha aHTHACIIPECAHTH IIPY BB3PACTHU IAXMEHTH C
ICUXHYHH pa3cTPOMCTBA IIOKa3Ba MOBHIICH PUCK OT CYMIIUAHO MIOBEICHUE IIpY NAITHEHTH 0N
25-rOXUIIHAa Bh3PacT, IEKYBaHH ¢ aHTUACNIPECANTH B CpaBHeHue ¢ IIanebo. JlekapcTBeHata
Tepanus Tpgabsa ga ce ChIBTCTBA ChC CTPOTro HabMIOAeHIe Ha IIa{HEHTHTE, B YaCTHOCT HA TE3H,
KOHUTO Ca M3JI0KEeHU Ha BHCOK PHUCK, 0CO0EeHO B HAYATHUTE €Tald Ha JEISHUETO U CIE) IPOMEHH
B fo3uTe. MaruenTrTe (M HoaaralmuTe IPsKy 3a TIX) TpsaOBa 1a 6b1aT NpeynpeleHl OTHOCHO
HeoOXO0MMOCTTA OT HAOMIOIEHNE 34 BCEKU MPU3HAK Ha KIMHUYHO BIOINABAHE, CYULIUIHO
IIOBEHCHHUE WIIH MUCIH ¥ HeoOm9aiiHu NPOMEHH B ITOBEHEHUETO, KAKTO U J1a OTHPCIT He3a0aBHO
KOHCYATanUs ¢ JIEKap, aKo TaKuBa CHMIITOMH CBIIECTBYBAT.

AXaTr3us/ TIICHXOMOTOPHO 0e3H0KOHCTRO

Vnorpebara na CHUOIIC/CHPHU ce cBBpp3Ba ¢ pa3BHBAHETO HA aKATU3USL, XapaKTEepU3UpaIa ce
CHC CYOEKTHUBHO HENPUATHO UM MBYHUTEIIHO HECIIOKOUCTBHE B HEOOXOAMMOCT OT YECTO
IBH)KECHHUE, CHIPOBOJIEHA C HEBB3MOXHOCTTA Ja C& CEQY MM LA C& CTOM HENONBUIKHO. TOBa €
Hall-BEPOSTHO Jia CE IOSBH IIpe3 IHPBUTE HAKOIKO CEIMUITHA OT Jeuenriero. {lpu nanuenty,
KOHTO Pa3sBHAT TE3H CHMIITOMHE, YBEIMUCHHETO Ha 103aTa OM MOIIIO Ja OBJe BpEeaHO.

XHANMOHATPUEMHS

3a XuIOHATPUEMHUS, BEPOSTHO OBIDKAINA ¢C HA HEANEKBaTHA CEKPELMSA Ha aHTHANY PETHYCH
XOpPMOH, ce chrodiaBa papgko npu yuotpedara Ha CUOIIC u oOnxkHOBEHO H3Ue3Ba IIpH
IpeKparaBade Ha Tepanusara. F3ucKkBa ce noBHINEHO BHUMAHNE IIPY PUCKOBH MAUUEHTH, Kato
HanpHUMEp [AIlUCHTH B HanpeqHala BB3PacT, NaifueHTH ¢ YyepHOoAPpOOHa IUpO3a MK MallHEHTH,
KOUTO Ca JEeKyBaHU €AHOBPEMEHHO C JIEKapCTBEHH IPOIYKTH, 32 KOUTO € H3BECTHO, 4e
TIPEIU3BAKBAT XUIIOHATPUEMIS.

KpEBOU3NKBU
Vima cpo0mend 3a KOKHI XeMOoparnyiy HapymeHUs KaTo HalIpyMep eKXIMO34 ¥ NypIIypa IpH
yaotpebara ra CHUOIIC. lipenopsyBa ce NOBNINEHO BHUMAHKE IIPH NalHEHTH, KOUTO [IpUeMaT
CHOIIC ocobeno npu ea1HOBpeMeHHa yIIoTpebda ¢ HepopaltHl aHTUKOaryJIauTH, ¢ APYTH
TieKapCTBEHH TPOMYKTH, 32 KOUTO € U3BECTHO, Ue HapymaBaT TpOMOOIUTHUTE PYHKIKH (HaTIp.
ATHUITAIHH HEBPOJICHTUALY X QEeHOTHAZNHY, IIOBEYETO TPHIMKIAIHN AHTHZIETPECaH
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Kiniawaspgar onut nopu exaospemendo npunoxenue Ha CHOIIC 1 EKT e orpanuucH, nopagu
KOETO ce MpeophuBa MOBUILIEHO BHEMAHUE,

CepoTOHUHOB CHHADPOM

IlpenoprurTenso ¢ HOBUINICHO BEUMAHNKE IIPH YCIIOPEFHOTO IIPUIIAraHe Ha ECLUTAIONpaM ¢
JIEKAPCTBEHY IIPOYKTH, KOUTO HMAT CEPOTOHHHEPTHYHH ¢(PEXKTH KaTo CYMATPUNTAH U JAPYTH
TPUNITAHHU, TPaMaIoJi K TPUNTO(DaH.

B penku ciiydanm ce ¢cho0IIaBa 3a CEpOTOHMHOB CHHAPOM OpH nanuenTy, unoisysainu CHOIIC
YCIOPEAHO ChC CEPOTOHHHEPIrHYHH JIEKAPCTBEHH NpoXykTH. KoMmOunals 0T CUMTOMH KATO
HECIIOKOUCTBYUE, TPEMOP, MUOKIIOHYC B XUTISpTSpMHES ca MOKA3ATENHH 3a Pa3BUTHETO Ha TOBA
CBCTOSHHE. AKO TOBa BE3HHUKHE, JiedeHEeTo ¢b¢ CHUOIIC 1 cepoTOHHBEPTHUHHS IEKAPCTREH
IPOXVKT, TPAOBa fa ce mpexpaTy He3a0aBHO U Ja Ce 3ar0uHe CUMIITOMATHYHO JISUeHHE.

ACBJIT KAHTAPUOH

EnsospemenHara ynorpeba va CHMOIIC u 6unkoBU NPOAYKTH, ChABPKALIY XKBIT KAHTAPKHOH
(Hypericum perforatum) MOXe Jia TpeAN3BHKA IIOBUINABAHE UCCTOTAaTa HA HEXKEJIaH!
JEKapCTBEHH peaknui. (BX. Touka 4.5).

CunMproMy Ha OTHEMAHE, HaOMIONARAHY NIPY IPEKPATIBAHE HA JICUEHHETO

CuMOToMHTE HA OTHEMAHE IPY CIHPaHE HA JISYEHHETO ¢4 YeCTO CPEIadHu, 0COOEHO B CIIyJauTe
Ha BHE3aIIHO XIpeKhsCcBaHe (BX. Touka 4.8). lIpy KnuHuYHuTe IPpOYURAHNUSA HEXEITAaHUTE
JIEKAPCTBCHHU peakITuy, HaONIOAaBaH! pU IIPpeKBCBAHE Ha JICYCHUETO Ca PErUCTpHPaHy
npuOIM3uTENHO 1IpK 25% OT HauueHTHTe, JISKYBaH! C ecuuraonpaM u mnpu 15% ot
HanueHTHTE, IpueMalny mianeodo.

PucKE®T OT IIOsIBA HA CUMIITOMHE HA OTHEMaHE OU MOT'BJ A4 3aBHCHU OT HAKOJKO (haxropa,
BKIIIOYUTENIHO NPOABIDKUTENHOCTTA U F03a1a Ha ICUYCHNe, KAKTO 1 TEMIIOTO Ha pexylupaHe Ha
I103ara. 3aMasgHOCT, CEH30PHU HapYINMCHU (BKIIIOYATE/IHO TapeCTE3Ud U YCCiiane 3a VAap oT
EJICKTPHUYESCKU TOK), CMYIICHUS Ha CHHA (BKIXOUUTENHO 0e3CHHIE U IPEeKOMEPHO ChHYBAHE),
KUTHPAHOCT Kl 6€3NOKOHCTBO, rajgeHe W/ HIIH HOBpbhlIale, TpeMop, 00BPKaHOoCT, IOTEHE,
raBo0oaue, JHaphs, NaIIUTaluH, EMOIMOHANHA HECTa0MIIHOCT, Pa3ipa3HUTEIIHOCT ¥ BUSYAIIHY
pa3CTpoMCcTBA ca Hali-geCTO JOKIaaBaruTe peaknnd. OOCHKBHOBEHO TE3W CUMIITOMMY Ca JICKH HO
YMEPEHH, HO BBIPEKH TOBA IIPH HAKOM NalfueHTH Te OrXa MOIIU Jla ObaaT TEXKH 0 XapaKTep.
Te3n cuMOTOMHU 0OHUaliHO HACTHIIBAT B PaMKUTE HA IIBPBUTE HAKOIKO JHU CAER IPEKBCBaHE Ha
JISACHUETO, HO CHINECTBYBAT ¥ PEAKH JOKIIAM 34 NOA00HN CUMIITOMH IIPU MAIHEHTH, KOUTO 110
HEBHMMAHUE ca IIPOIyCHANH J03a.

Hali-06mo Te3u CHMITOMH ¢a ChC CaMO3aTHXBaIll Xapaktep ¥ 00UKHOBEHO OT3BY4aBaT B
pPaMKUTE Ha JIBE CEIMUITH, HO B HIKOH CIIYYaH T€ MOXE fAa OBHAT MO-EPOIbIDKUTenHH (2-3
Mecena UiH noeege). Cem0BaTeiIHo ce IPENophUBa ECIUTANONPaM a2 ObIe IOCTENCHHO
HaMAIBaH NIPY NPEKHCBAHE Ha JIEUCHUETO 34 [IEPUOZ, OT HAKOJKO CEAMULIA WU MECEIH, B
3aBHCHMOCT OT HYKAWTE Ha nanueHta (BXK. CHMIITOMY Ha OTHEMaHe, HabmoZagany Ipu
IIpeKpaTsBaHe Ha NeUeHueTo , Touka 4.2).

Koponapsa 60ject
Ilopamu orpanuyes KIMHHYECH ONHT, ¢€ NPENOpHYBA IOBHHICHO BHHMAHYE IIPY NallUEeHTH C
KOpoHapHa OONeCT Ha ChpIeTo (BXK. TouKa 5.3). e
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PapMaAKOIUHAMAIHA B3aUMOJeHCTBHH

I IpoTHRODOKA3aHN KOMOMHATINMN:

Heobpamumu necenexmueuu MAQO unxubumopu

Hva cro0IIeHNis 32 CEpUO3HH peakuuy Ipx manpentH, npueManu CHOIIC B komOubanus ¢
HECENeKTUBEH, HeoOpaTuM MoHoaMuHOOKCHAasey uaxubutop (MAO-uaxubuTop), KaKTo u OpH
naiueHtTy Hackopo npekpatunu puema Ha CHOIIC u 3anounamu nevenne ¢ Takusa MAO-
THXHOITOPH (BXK. Touka 4.3). B HIxoH OT cnyyanTe MayeHTET € Pa3Biji CEPOTOHMHOB CHHAPOM
(Bx. Touxa 4.3).

Ecrmranonpam e HpoTHBOIOKAa3aH B KOMOUHALMS ¢ HECEJISKTUBHHU, HeoOpatuMu MAO-
uHXuOuUTOPY. Jleuenuero ¢ ecuTaionpaM caeasa ga 3anodde 14 auu cnepn npeKparsBaHe
nmpueMa Ha HeoOpaTtmmvu MAO-naxuburopu. Jleuenue ¢ gecenexTusan, Beobparumu MAQO-
HHXHOUTOPH MOXKE Jia 3alI0YHe Haki-paHo/ XHH clel IpexpaTsaBaHe IMpHeMa Ha eCHUTAIONpaM.

Obpamum, cenexmueen MAO-A unxubumop (moxnobemuo)

Iloparu prUcKa 0T CepOTOHHHOB CHUHAPOM, KoOMOHHEIpaHeTo HA ecuutanonpaM ¢ MAO-A
HHXHOHTOP KaT0 MOKJIOOEMUT € MPOTHBOIIOKa3aHo (BXK. Touka 4.3). AXO TakaBa KOMOUHAIIKA €
IOKA3aHOo HY>XHa, T Tpa0Ba Jia ce 3ar04He IpY Hal-HUCKATa DpenopryBaHa J03a U TIpH
3aCHIICHO KITHBEWIHO HabIIOLeHIC.

Obpamum, necenexmueern MAO-A unxubumop (nune3onuo)

ABTUOHOTHKET TMHE30U]] IIPSIACTABIIBA 00paTuM, HecenekTuBeH MAQO-A HaXudbuTop # He
TpsOBa Jia c¢ JaBa Ha DallUCHTH, JICKYBaHHU ¢ eCHUTaNIOnpaM. B cifyyaii Ha HEOOX0AUMOCT OT
KoMOMHIpaHe ¢ ecCHATANONpaM, aHTHOMOTUKSET TpsSOBa Ha ce aBa B MUHHMANHY JO3U U IIpH
CTPOro KINHAIHO Habmonexnue (BxK. Touka 4.3)

Heot6pamum, cenexmuser MAO-B unxubumop (cenesscunun)

TIpu xoMOuHupane cre cenexunut (Heobpatum MAQO-B naxubuTop), ce U3UCKBa IIOBUIIEHO
BHUMaH{€E IIOPaTH pHCKa OT pasBUTHE HA CEPOTOHUHOB CHHAPOM. Celle)XMIIMH e OuI IpHiaraH
6e3opacHo B fo3a Jo 10 mg/neH eHOBPEMERHO ¢ palieMUYCH NN TAIONPaM.

KoMOuHalmy. H3MCcKBamH NOBHIEHO BHUMAKKE TIpH VIiioTpeda:

CepomonunepzutHy 1eKapCmeery npooyKmu.
EnHoBpeMernHaTa yrioTpeba ¢he CEpOTORMHEPIHYHN JICKAPCTBEHM TIpOyKTH (Hamp. TpaManol,
CYMaTpHOTAH 1 JPYIH TPHIITAHN ) MOXKE J1a IIPSAU3BHKA CEPOTOHNHOB CHHIPOM.

Jexapcmeenu npooyxmu, NOHUNICABAWU 2bPUOBUS NPA2

CHOIIC morat ha noHWXaT repUoBUA Ipar. 1IpernophyuTeHo € MOBUHINEHO BHUMaHME IIpU
YCIIOpERHO HpHiaraHe Ha JpyTH JEKapCTBEHU MPOLYKTH, IOHWKaBaiiy rbpYOBHUs Ipar
(manprMep anTHRenpecasty (Tpumukixdan, CUOIIC), sepponentunu (peroTuasnyy,
THOKCAHTeHM ¥ OytrpodeHonn), MedriokByH, OYHIpONHOH U TpaMaLoi).

Jlumuii, mpunmodgarn




Hma cpoOmenyst 3a ycunsade Ha edexra ipu eqaoBpeMenna yrorpeda Ha CUOIIC u matait umwm
Tpurrro(pad, mopazu xoeto yeropeanoro nznonspane ga CYOIC u Te3n nexapcTBEHH NPOXYKTH
TPsOBa [a ce npeanpHueMa ¢ [IOBUIICHO BHIMAaHHE.

Koam kanmapuown

Ennospemennara ynorpeda va CHUOIIC u 6unKkoBU mpoayKTH, ChIBPIKAIIH XBIT KaHTAPHOH
(Hypericum perforatum) MOXe J1a MpeIuE3BUKA I10-BHCOKA YECTOTA HA HEXKEIAHH peakiiy (BiK.
TOuKa 4.4).

Xemopazuu

1Ipy xoMOuHMpase Ha ecCuMTaloNpaM ¢ IEPOPaIHA aHTHKOATYIIAHTHA MOJKE J]a HACTHIIM IIPOMAHA
B AHTHUKOAryJanTHHSA e(ekr. IIpyU nanuenTrTe, MoJIyuaBalny aHTHKoaryJIanTHO Jeuenue, TpsaoBa
BHUMATENHO Ha C€ MOHMTOPHpa KOAryHallHOHHNS CTaTyC IIpY 3all0YBaHe UMK CIIHpaHe Ha
ecluTanonpaM (BxK. Touka 4.4).

Anxoxon
He ce ogaxrar (papmakoaAuEaMU4HY WA QapMaKOKMHETHIHY B3aUMOAEHCTBHS MEKITY

ECIUTATONpaM ¥ alKoXol. KaxkTo mpH ApYrH NCAXOTPONBH JEKapCTBEHU HPOAYKTH obayve,
KOMOHHANUATA C AIKOXOJ HE € IPeIophUUTEIHa,

DapMaKOKHHETHIHY B3aUMO e CTBHS

IopnusBane Ha HapMaKOKMHETHKATA HA ECHUTAIONPAaM OT APYIH JIEKAPCTBEHY TPOIVKTH
MetabonusmpeT Ha ecliuTanonpaM ce Mmeguupa ocHoao oT CYP2C19. CYP3A4 u CYP2D6
MOTAT CHIO Ja HMAT OTHODICHHUE KbM METa00IM3Ma Ha eCIIUTAN0IpaM, HO B IO-MaJ[Ka CTEIICH.
Metabonu3smeT Ha ocHOBHMA MeTabonut S-DCT (JeMeTumipan ecrdTanonpam) usrjiexaa
JacTHYHO ce kaTamusupa ot CYP2D6.

EfnnoBpeMeHHOTO OPHIOKEHENE Ha eCUTalonpaM ¢ oMenpason 30 mg eqHOKpaTHO JHEBHO
(maxubutop Ha CYP2C19) mosexna o ymepeno (iputnusurenno 50%) ysenmyenue Ha
IJIA3MEHNATE KOHIEHTPAUHN Ha ECIUTAIONPaM.

ERHOBPEMEHHOTO TIPHIIOIKEHHE HA ecUTanonpaM cbe cumeTusvH 400 mg jsa IbTH JHEBHO
(yMepero MoIneH 001N eH3UMEH HHXHOUTOp) noBeXkma xo ymepeHo (tipubmmzutento 70%)
YBEeIHYCHHE Ha NIasMEHUTEe KOHHSCHTPAlNH Ha ECLIATAIIONDAM.

CremoBarenno, H3UCKBA ¢e TIOBUNISHO BHAMAHNE NP eHOBpeMeHHa yrnoTpeda ¢ CYP2C19
HHXHOUTOPH (HallpuMep OMEIPA30IL, e30MENPazolt, HIYBOKCAMEH, JAaH30Ipa30il, TUKIOTUINH)
WY CEMCTHIHH. B13 OCHOB2 HA MOHHTOPHpAHETO Ha CTPaHUUHHTE ePeKTH IpH eAHOBPEMEHHO
JICYCHIIE MOKE Jia € HAIOXKH HaMalieHHE Ha J03aTa eCIUTAIOIPaM.

Edexr pa ecripranonpaM BEpXY (hapMaKOKHHETHKATa Ha APYTH JIEKaPCTBEHU IPOAVKTH
EciuranonpaM e paxudburop Ha eazumMa CYP2D6. Ipenoprusa ce NOBUIICHO BAUMaHUE [IPH
SANOBPEMEHHOTO H3II0JI3BaHE HA €CIIUTANIONpaM C BPYTH JICKAPCTBEHU HPOXYKTH, KOUTO Ce
MeTa00IN3UpaT OT TO3H CH3VUM U MMaT TECEH TepaIleBTHICH NHACKC, HaIlp. (prueKauyuy,
rnponaheHOH M METONIPONOI (KOTAaTO ¢e H3NONI3YBaT IpH CHPACYHA HEIOCTATHYHOCT), HIK HAKOH
BB3felicTBainy Ha IIHC exapcTBeHM MPOJYKTH, MeTabOMHU3HpaIni Ce IIABHO Ipe3 CYP2D6,
HAIp. aHTHACIIPECAHTH KATO AECHIIPAMEH, KIOMHIIPAMHMH B HOPTPUIITHITHEL HiH a%m&omm
KaTo pHCICPHJIOH, TROPALA3SHH U Xanouepunoy. Moxe xa ce HaOXH Kopefcn‘,ﬁﬂ 36 ,I[E}ISH.T&. "{\
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EHOBpEMEHHOTO DPUIIOKEHHEE ¢ AS3UIIPaMUH I METONPOION BOJY U B JBaTa ¢iydad o
JBYKpaTHO YBEIHYaBaHe Ha NIA3MEHUTE KOHIeHTpauK Ha Te3u aBa CYP2D6 cyberpara.
In vitro npoy4uBaHus CHITO TAKA TIOKA3BAT, Ye eCIATANIONpAaM MOXKE J1a NpeAN3BHKa cnado
naxubupane Ha CYP2C19. IlpenopryBa ce HOBHIICHO BHUMAHUE IIPH €AHOBPEMEHHOTO
IPUTIOKEHNE HA JIEKApPCTBEHHN HPOAYKTIH, KOUTO ce MeTabonmmzupar or CYP2C19.

4.6  bpemMeHHOCT U KhpMeHe

bpemensocT
CrmecTByBaT HENOCTATHYHO JAHHY 3a DPHIIAraHeTo Ha eClUTalIonpaM npu OpeMeHHH JXeHH.

IIpy npoyuBaHus 3a peHpOAYKTHMBHA TOKCUYHOCT Y INTEXOBE, IPOBEXEHH C ECLIUTANIONpaM, ca
Hadro1aBasy eMOpHO-(HETO-TOKCHYHU €)EKTH, HO HE ¥ INOBUIIEHA YeCcTOTA Ha Man(dopMaiun
(BXK. TOuKa 3.3).

Cipralex ge Tpg0Ba Ja ce H3I03Ba IO BpeMe Ha OpeMEHHOCT, OCBEH ako € abCONFOTHO
HeoOXOOuMO M caMo ciIel] BHEMAaTETHA NpelleHKa 33 ChOTHOIIEHHETO PHCK/ION3A.

Hosopopenure tpadsa fa 6p1aT Habmoasany, ako Maiikara e npuemana Cipralex mpes
KBCBHUTE eTalll Ha OpeMeHHOCTTa, 0COOEHO Ipe3 TPEeTHUs TpUMeECTsP. BHE3anHOTO MpeKsCBaHe Ha
IIpuemMa Tps0Ba xa ce u304rea 110 BpeMe Ha OpeMEeHHOCT.

Crnenanre cuMuToMH Ouxa MOTTIH A4 ¢e HaboaaBar IPH HOBOPORCHH, WHHTO MaliKH ca
npuemanu CIOIIC/CHPH B xbeHETE eTanin Ha OpeMEHHOCTTa: PECITHPATOPER IUCTPEC
CHHApOM, HAH03a, allHed, FEPYOBE, TeEMIIepaTypHa HeCTAOMIHOCT, TPYAHOCTY IIPH XpaHeHe,
TIOBPBINAHES, XUITOTIIHKEMUS, XUIISPTOHHS, XATIOTOHHA, XUTIEPHICKCHL, TPEMOp, HEPBHOCT,
pa3Zlpa3sHUATENHOCT, JETaprus, IIOCTOSHEH IIad, COMHOJNEHTHOCT, 3aTpYAHCHO 3aclIuBaHe. 1e3H
CHUMIITOME OHXa MOITH Jiga c€ ABJKAT Ha CEPOTOHHHEPTHIHHM edheKTH M CHMIOITOMM Ha
oTHeMaHe., B OONMIMHECTBOTO 0T CiyJYauTe YCJIOXKHEHHATA 3al04YBaT BEAHAra Uil cKopo (<24
gaca) clIen paXIaHeTo.

KspMeHe
Ouaxga ce ecuyUTanomnpaM Ja ce eKCKpPETUpPa B XXEHCKOTO MIHIKO.
CnenoBarenHo, He ce IpenophuBa KEPMEHE IO BpeME Ha JISUCHUETO.

4.7  EdexTu BLpXy cmocodnocTTa 32 modupane u padora ¢ MANIUHY

Bropexu ye ecupTanonpaM € I10Ka3all, 4€ He YBpeXJa HHTeNICKTa I [ICHXOMOTOPHKATA, BCCKH
[ICUXO0AKTUBEH JICKAPCTBEH IIPOMYKT MOXE @ 3aCerHe NpeleHKaTa My yMerusTa. Hlanuenrute
TpsAOBa Aa ce HaOmoAaBaT BHUMATEIHO 34 IIOTEHIHANEH PHCK OT IIOBIHUABAHE Ha CIIOCOOHOCTIA
3a modupane 1 pabora ¢ MalIKHU.

4.8 Heske1aHH JeKapCcTBeHH Pearkiuy

HesxenasuTe JIEKapCTBEHY peakUy ca HaW-9eCTH Npe3 I'bpBaTa MM BTOpara CeAMULE OT
JIEYCHUETO ¥ OOUKHOBEHO HAMAIIBAT IO MHTEH3UTET H YeCTOTa IPH IPOABIDKHTENHO JICUCHHE.

Hexenauute nekapcTeeHU peakuuu, u3secTHu 3a CUOIIC u chillo Taxa JOKIaaBaHHu 34
eCIIUTANIONpaM OT ImIanedo-KOHTPOMpaHH KIHHHYHY DpOoyIBaHys Wild KaTo Gﬂeﬁraﬂfgumacr-
MapKeTUHIOBU CHOUTHS ca H30POSHHM IMO-A0Iy TI0 CHCTEMA OpraH KiIac qeégo'ra‘. o
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Uectoture ca fedurupany karo: Maoro dectu (=1/10), uectu (=1/100 no <1/10), seyectn (=1/1

000 mo <1/100), penxu (=1/10 000 no <1/1 000), muoro peaxu (£1/10 000), umm ¢ HEeH3BECTHA
yecToTa (0T HAIMYHUTE KaHHYU He MOXe Ja Ob7e HalipaseHa OLeHKa).

Muoro YecTr Heuect Penxu C HeusBecTHA
UECTH JeCcToTa
Hacnenpanus YBenugeHo HamaneHo Terno AbGHOpPMHM
TETIIO CTOMHOCTH OT
(QYHKHHOHAIHO
U3CNeABaHe Ha
4EpHES Jpod
Cepaeunn Taxuxapaua Bpanuxapnus
HapyIneHus
Hapymenusa Ha TroMOonuroneHus
KpbBTa ¥ MUM{pHATA
CHCTEMA
Hapyuiexus Ha HucoMH, BKycoBu CepoTOBUHOB Juckrnesns,
HEpBHATA CUCTEMA COMHOIIEHTHOCT, | HapyleHu4, CHHAPOM OBUTATEIHO
3aMasHoOCT, pa3cTpPOMCTBO Ha pa3cTPoMCTBO,
rapecTe’ns, ChHsl, CHHKOTI KOHBYJICHH
TPEMOP
Hapymenus Ha ouure Munpuasa,
BU3YANHU
HapyLIeHuA
Hapymenus Ha yxorto TuHHuTYC
¥ 1abUpuHTa
PecnupaTtopHy, CHHy3uT, Emicraxcuc
IPBAHT H ApO3sBaHe
MEeIHACTHHAHY
HapYIIEeHU
CToMamHO-4pEeBHN Tagene Iuapnd, 3anex, | CToMamHo-
HapYIICHNA IOBpPBIIAHE, UPEBHY
CYX0Ta B yCTaTa | XeMOopardu
(BKIFOYUTETHO
peKTalHa
XeMoparus)
HapyuieHus Ha PereHnMs Ha
ObpOpenure 1 YpHUHATA
TNUKOYHNTE ITHTUIG
Hapymenus sa YBenuaeHo Yprukapus, Exxumosa,
KOXKaTa U [IOTCHE AJIOIICIIkA, aHrHOEEeMHU
NOJKOXXHATA ThKaH 00puB, NpypHTyC
Hapyurenusa Ha Aprpanrus,
MYCKYIHO-CKEIeTHAaTA MUK
cCHcTeEMa U
ChEHAMHUTENHATA
THKaH
Hapymenusa Ha HeanexkpatHa
eHAOKPHUHHATA CEeKpelus Ha
CUCTEMA AHNTUANYPETHIHIA
XOPMOH
Hapymenua Ha Hamanen XUmoHaTpueMud
MeTabonusMa u ANeTUT, o
XpaHEeHeTO BEJIMYCH S
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O6mu RapymeRus u YmMopa, Enem
e(eKTH Ha MACTOTO Ha IHPEKCUS
TIPHIIOKEHKE
Hapywenns Ha AHapunakTHiHa
BMYHHATa CHCTEMa peaxmps
Xenato-OWnapHu Xenatur
Hapy HICHHA
HapynreHHq Ha Mpxe: Kenu: I'anaxropes
BB3NPON3BOAUTEIIHATE eAKYRAOHOHHM | MeTpoparus,
CHCTEMA M I'bpHata HapVIICHUS, MEHOparus Mpxe: IpUanu3sm
HMIIOTeHTHOCT
[lepxugHH TpeBOxHOCT, BpyKcu3sM, Arpecus, Manus, cyniuaga
HapylIeHUSA OE3MMOKOHCTBO, | AKUTHPAHOCT, IenepcoHanusanysd, | Haeanusd,
aDHOPMHO HEPBHOCT, XaSFOITHA IYH CYUUMIHO
CHHYBAHE NAHMYECKH TIOBECHHC
JKeHN H MBbxe: | IPHCTRI,
HaMAaJIEHO obBpKanOCT
nuéuno
JKEHU:
AHoprasmus

' YiMa cHo0IIeny cliyday Ha CyrIAAHA Heanys I CYHIIHAHO IIOBEACHYE 0 BpeMe Ha JICUSHUE C
eCITUTAJIONpaM WIIM CKOPO Cliell CIIHpaHe Ha JieueHHneTo (BoK Touka 4.4).

CrenHute HEXENaHd ASKapCTBEHU pEakily & HOKAaABanH 3a TepaneBTryaus xinac Ha CHOIIC:
IICHXOMOTOPHO Oe3IoKoHCTBO/akaTh3mA (BX. TouKa 4.4) M aHOPEKCHA.

Ciaydau wa yxapibkaBade Ha (QT-uHTepBana ca AOKIAABAHKW B HOCT-MapKETUHIOBHS NEPHOL,
OCHOBHO IIp¥ INANUEHTH ¢ IIPEeABApHUTCIIHO CHINECTBYBAM ChpJcuHu 3aboisaBanus. He e
yCTaHOBEHA PUYUHHO-CICACTBEHA BPE3Ka.

CuMoToMH Ha OTHEMAaHE IIPY CHEPaHe Ha JISYSHHUETO

[Ipexscranero na CHUOIIC/CHPH (ocobeno, koraro 1o e pa3ko) odugaiino BOAU A0 CHMITOMU
Ha OTHEMaHe. 3aMasiHOCT, CEH30pHU HapylneHust (BKIIOYHTENHO TIapeCTe3 s i yeelliane 3a
SJIEKTPUYISCKHY HIOK), HAPYNISHNS Ha ChbHA (BKIIIOUHTEHO MHCOMHUA MJIM UHTCH3IUBHO
ChHYBAHE), &XUTHPAHOCT Wi OE3IIOKOICTRO, raZicHe H/Wii NOBPEINAHE, TpeMOop, OOBpPKAHOCT,
IIOTEHE, INIAROOONHE, TUAPYS, MANNUTaNH, eMOIHOHAIHA HECTA0OUIHOCT, pa3ipa3HUTENHOCT 1
BU3YAIHE pa3CTPOICTRA ca Hal-4eCTO AOKIaABaHUTe peaknyu. Hail-06mio Te3u cHOUTHS ca JIeKu
70 YMEPEHH H CaMO3aTUXBAINH, HO MPH HIKOH HAUMEHTH Te OuXa MOIrH na Ob1at TEXKY U/ Ui
nponbxuTenau. Ilopaiu ToBa ce IpenopruBa, KOraTto HyXKgaTa 0T JEUSHHE ¢ ECLIUTAIONpaM
OTHAZHE, a4 C& U3BBPIIU IIOCTENICHHO Cxpate upe3 HaMalgBaHe Ha 103aTa (BX. To4Ka 4.2 i

4.4).
4.9  Ilpenmozmpane

ToKCHUHOCT

KiuayyHanTe JaHHM 32 IPENO3HPaHe Ha eCIMTAIONPaM ca OFpaHHYeHY H B MHOTO CIydaH
BKJIIOYBAT €AHOBPEMEHHO NPEHO3UPaHe ¢ Jpyru Jekapcersa. B OO/MaEHCTBOTO OT Ciyyaure ca
JOKNA[BAaHK JIEKH CUMIITOMM HIIM JIKIICa Ha CUMIITOMHE., DaTtaNHu Cilyday Ha HPEJo3Rpase ¢
eCHHTANIONpaM ca OMIIH PsiKO AOKIANBAaHH, B CIy4al Ha IPEXo3UpaHe caMo ¢ eCHUTanonpam;
OONMINHHCTBOTO OT CIYYaUTEe BKIFOYBAT EAHOBPEMEHHO IIPEAO3UPAHE C APYTIY,. g ﬁfé_j“ @B\

nponykrh. Ho3u mexay 400 u 800 mg ecriuranompam, mpuetu 6e€3 Apyru egapcxﬂa ~Heea, ‘\
TOBEJH J0 TEXKH CHMITOMA. NN
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CuMOToMH

CuMOTOMETE IIPE HOKIANBAHUTE CJIYUYAU HAa NPEAO3UPAHE ¢ ECIUTANOIPAM BKIIOYUBAT ITIaBHO
CUMIITOMH, CREP3aHH C IEHTPAJIHATa HEPBHA cUCTeMA (0T 3aMastHOCT, TPEMOP H aXUTHPAHOCT J0
PERKH CIydau Ha CEpOTOHWHOB CHHIPOM, KOHBYJICHH H KOMA), CTOMaNIHO-YPEBHUS TPAKT
(rangeHe, MOBPHINAHE), ChPASYHO~CHAOBATA CHCTEMA (XUITOTECH3M S, TaXHKapaus, VIbIDKAaBAHE Ha
QT unTepBana u apuTMUs) U HapyIIaBaHe eneKTPOIUTHO-coNeBUs Oanance (XUIIoKanueMus,
XUNIOHATPUEMHUS).

Jlegenue

Hama crienuduyen agtunot. HeodXoauMo € ga ce BE3CTAHOBAT K HOARBPKAT AUXATEIHUTE
OETHINA, Ja C€ OCUT'YPH aBEKBAaTHO KUCIOPONHO cHabAgBane U pecnuparopHa Gynxnus. [Ja ce
IIpeleHd HeoOX0MMMOCTTA OT H3IOJI3BaHe Ha aKTUBEH BBIIICH U CTOMAINHA IpoMuBKa. Crepn
IepopaJicH IpueM TpAOBa Ja ce HanpaBH CTOMAIIHa IIPOMHUBKA IPH IIHPBA BE3MOXHOCT.
IIpenoppyBa ce 1 MOHUTOPHPAHE Ha CHPACYHUTE U XKHIHCHUTE IOKA3aTENN YCIIOPENHO C
OOIIMTE CHMIITOMATHYHHA TOLXBP KA MEPKH,

5, PAPMAKOJOINMUHHA CBOUCTBA

5.1 DapMaKoqUHAMUAYHA CBOHCTBA

DapMmakorepalleBTHUHA TPYIIa: AaHTHACIIPECANTH, CeICKTHBHNA HHXUOUTOPH HA 00paTHOTO

II0€MaHe Ha CEPOTOHKHHA
ATC-xor: N 06 AB 10

Mexanu3bpM Ha JICHCTRHE

EcniuranonpaM e ceneKTHBEeH NBEXUOUTOP Ha 00paTHOTO [10eMaHe Ha cepoToHMHa (5-X1) ¢
BHCOK apHUTET KBM I'BPBUYHOTO MACTO 3a cBpp3Bane. C 1000 st mo-HUCHK aHHUTET TOH
CBIIO C& CBHP3BA C AIOCTEPHYHOTO MACTO 34 CBBEP3BAHE HA CEPOTOHHHOBHA TPAHCIIOPTED. .
EcigrTanonpaM HAMA MM OpuTekana cliad abuHUTET CUpsIMO pPelUlla peUeNTOpH BKIIFOUYATEIHO
5-XTia, 5-XT,, BA M) u 1A JI; penenuTopu, o -, 0z - ¥ 3-aHpeHOPEIICHTOPUTE, XUCTAMUHOBUTE
H, penienTopu, MyCKapUHOBHTE XOJIHMHEPIHYHY, OCH30{Ha3eIMHOBUTE 1 OIIHORRHUTE
pelerTOpH.

Huxubupanero Ha oOparaoro moeMmane Ha J-X1' e eAUHCTBCHUAT MEXaHU3BM Ha JCHCTBHE,
obsicHgBaIn (hapMaKONOTHIHUTE U KIHHUYHY e(eKTH Ha eCIIUTAIONpaMm.

Kinygea ebekTuBHOCT

T'onsm oenpecusern enuzoo

YcTaHOBEHO €, Ue eCHUTANIONpaM € €(PEKTUBEH IIpHU JIEUYSHUE Ha TOMaM JCIIPECHBEH €T30 B
ocTpara (pasa B TpH OT YETHPH JBOMHO-CIENH, Haned0-KOHTPOIMpaHH KpaTKOCPOYHH (8-
CeAMUYHH) HpoyuBauns. B IEArOCpPOYHO IIpOoYyUBAHE 34 IIPEAOTBpaTaBaHe Ha penuaus 274
IalPEHTH, KOUTO ¢a OTFTOBOPHIIH HA JICUCHUETO 10 BpeMe Ha HavaHata 8-cefMuyHa (pa3a Ha
JIEdeHHE B YCIOBMATA Ha OTBOpeH oIMT ¢ ecuurTanonpaM 10 wma 20 mg/neH, ca cinydaiiHo
noAOpaHy Aa IIPOMBIDKAT TepamusTa ChC ChlfaTa 403a eCHuTalopaM Ui ¢ Ianedo 3a mepuox
o 36 ceqMuny. B ToBa npoydBane NpH ManUeHTHTE, IPOABIDKUIIE g HOJIyYaBaT

EGHHT&JIGIIP&M, Ccc YGTBIIGBHBEI. 3HAYHMO IIO-IOBJIBI HHTEPBEUI OT BPEMEE i ; &(:EHTI:HBEIHB Ha
é/ﬁp_J X
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Coyuanro mpesoicHo pa3cmpoicmeo

EcnuranonpaM € mokazail epeKTUBHOCT KaKTO MpH TPH KpaTkocpouHH (12-cemvraan)
IIpOYYBaKys, Taka 1 IpU 6-MECCUHO IPOYIBAHE 32 NIPEAOTBPATIBAHE HA PEIUANB DU HALMEHTH
CBC COIHANHO TPEBOXKHO Pa3CTPOUCTBO. YeTaHOBEHA € edeKTHBHOCTTIA Ha 5, 10 1 20 mg
ECHUTAIONPAM XpH 24-CeAMUYHO NPOYUBAHE 3a OIPEHCISHE Ha KO34TA.

Ienepanuzupano mpesoiCHO pascmpoticmeo
EcimranonpaM B go3u 10 u 20 mg/neH e eheKTHBEH B USTUPH OT YETHPMY nnanebo-
KOHTPONMPAHU IpOyIBaHUL.

B o00bnyenyire nauHU OT TPH NPOYYBAHUA CBC CXOHCH JU3aliH, BKIOYBAIX 421 marnueHTa,
IIpHUeMany ecruranonpaM 1 419 nanuenra, npueMany mianedo, Ha Tepanusra ca OTTOBOPHIY
csoTBETHO 47.5% 1 28.9%, a2 37.1% u 20.8% croTBeTHO ca octurnanu pemucnug, [locroguen
e®eKT ¢ Oui HabmoaaBau oT ceamuinia 1.

Iopaspixane Ha ehekTHBHOCTTA Ha ecuuTaronpam 20 mg/aeH ¢ neMOHCTpHpana s 24- o 76-
CEAMUYHO PAHAOMHM3UPAHO IIPOYUBAHE 3a HOLNBPKAHE Ha eeKTUBHOCTTa IIpU 373 maiueHTa,
KOUTO ca OTTOBOPWIIY Ha TEpallusTa lipe3 HEPBOHAYATHOTO 12-CceAMIIHO JISUEHHE TIPH
OTBOPEHO NPOYYBaHE.

Obcecu6rHO-KOMRYACUSHO DA3CMPOUCINEO

[Ip# pasioMH3upado, XBOMHO-CIAIIO0 KIMENYHO npoy4uBase 20 mg/aeH eCIUTANONpaM € ToKa3al
pasnuka ¢ mianedo mo Y-BOCS o011 ckop cien 12 cepmuiiu. Cren 24 cemmuiiu kakto 10, Taxa
1 20 mg/nen eciuTanonpaM AeMOHCTPHpAT HPEANMCTEO B CpaBHEHHE ¢ ILTaneso.

IlpenorBpatsaBaneTo Ha penarnc € Omi1o gemoucTpupano 3a 10 u 20 mg/aeH ecipTanonpam Ipu
HalueHTH, KOUTO ¢4 pearupaliy Ha eCIuTaionpaM mpe3 16-ceqMuaHo OTKpPUTO MpoyYBaHe U
KOMTO Ca MPOILIDKANE YIaCTHETO CU B 24-CEAMUYHO PaHZOMU3UPAHO, JBOMHO CHAILO, IALE00
KOHTPOJHPaHo IIPOyIBAHE.

5.2 ®apMaKoOKHHETUYIHH CBOUCTBA

Abcopbuus

Abcopbnusarta € MOYTU [IBJIHA H HE 3aBUCH OT IIpUeMa Ha XpaHa (CpeHO BPEMETO HO JOCTHIaHE
Ha MaXCHMAJIHHM KOHIeHTpanun (cpelno Tmax ) € 4 yaca criel MHOTOKPaTHO NIPHIOKECHUE).
Kaxto npd paneMuyHHA [ATA0HIpaM, abcomoTHaTa OHOHAIHYHOCT Ha SCUHTAIONpaM C€ OYaKBa
na e okoio 80%.

PasnpenencHue
O6eMmsT Ha paznpenenenue (Vqs/F) cien nepopaiso npunoxenue € oxkono 12 no 26 Likg.
CBBp3BaHETO C IIasMeHHTEe NpoTenH e nox 80% 3a ecriaranonpaM ¥ HErOBUTE METa0OUTH.

buoTpanchopManzis

EcmurtanornpaM ce Mmetabonusnpa B 9eprud Apod JOo AEMETURNPaHU U JU-TEMETHUIHPaHU
MeTabomuta. M neata Mmetabonmrta ca hapMaKoIorauHo akTuBHH. OCBEH TOBa a30THT MOXKE A2
Ce OXHCITH 10 MeTabonuTa a30TeH OKHC. J1 OCHOBHOTO CheAMHCHHE, X METAOONUTHTE CO

eKCKpEeTHpAT YaCTHYHO MoK (GopmaTa Ha rmoKopoHuad. Crlex MHOTOKpaTH I[D3HPEHE‘E eMHUTE




eCHUTANONpaM JI0 AeMeTunupanus Meradonur ce meauupa mpeauMHuo ot CYP2C19. UzBecten
riprieoc Morat fa mmar u CYP3A4 u CYP2D6.

Empvuaupane

EnuMUHAITHOHHUAT HOXY>KUBOT (11/2,8) CIIEZl MHOIOKPATHO JIo3upane € oKojo 30 yaca u
nepopansusT nnasMeH KIMPBHC (Cl o) € oxono 0.6 L/min. OceoBsutTe MeTabOIHUTH NMAT
3HAYUTENHO 1I0-ABIBI HONYKUBOT. Cunra ce, e ecIuTaIonpaM B OCHOBHUTE MeTaOOIUTH Ce
CIMMUBHPAT KaKTO IIpe3 YepHUA Apo0 Taxa 1 upe3 OLOpeIuTe, KaTo OCHOBHATA 9acT OT H03aTa
ce oTaend nox popmara Ha MeTabONUTH ¢ YPHHATA.

MdapMaKOKUHETHKATA € TMHeapHa. CTanuoHapH IJIa3MEHY HUBA Ce JIOCTUTAT 34 OKOJIO 1
cenmuria, CpeIHATE CTAlMOHapHy NiazMend KoHueaTpanuu ot 50 nmol/L (cpemno ot 20 mo 125
nmol/L) ce mocturar npu agesHa n03a ot 10 mg.

ITamesTH B crapyecka BE3pacT (65 roumym)

EcnimranonpaMm H3rneXaa ce EMUMUHApPA IT0-0aBHO IPH NAaAEeHTH B HaOpeoHaNa Bh3PAacT B
cpaBHEHHE ¢ Muagu uanusuad. CracreMuara ekcno3uuus (AUC) e ¢ okono 50% no-sHcoko mpu
BB3PACTHHA B CPABHEHHE CHC 3ApaBy Mltanu JoOpoBonmHu (BX. Touka 4.2).

Hamainesa 9eproapobHa hbyHKITHS

IIpu manueHTH ¢ IeKa 10 yMepeHa 9eproipodna HegoctarsaaocT (Child-Pugh xnacuduxanus,
rpynn A U B), Dony-XuBOTHT Ha eCLIATANONpaM € OHII HPpHOIM3UTEIHO ABa IIHTH IO-HBJIBT, a
excro3uLusta ¢ okoio 60% 110-BUCOKa, OTKOIKOTO IPH CyOeKTH ¢ HOpMalHa YepHoapoOHa
dyHKIUA (BXK. Touka 4.2).

Hamanena 0s0peuna dyvHKINS

IIpy paneMugnus NETAIONIpaM ¢e HabiroaaBaTt Ho-ABIbI NONY-KUBOT U MAHAMAIIHO
YBEIIMUCHHAC HA SKCIO3UIINATA IPH NaNueHTH ¢ HamaleHa 0p0peuna Gynxnudg. (Cler 10-53
ml/min). IlmasmMennTe KOHIICHTpAU Ha MeTa0OIUTHTE HE ca IIPOYyUBAHM, HO MoraTt Ja 0Baar
ITOBUITEHU (BXK. TOUka 4.2).

IoguMopdOU3BM

YcTanoBeHo €, e cnabu Merabonuzaropu o otHowerne Ha CYP2C19 umar asa 1rbTH I10-
BHICOKY INTA3MEHH KOHIIEHTPAIIMH Ha ECIUTANIONPAM OTKOJIKOTO MOINHUTE MeTabonm3aropu. He
¢ HabJroJaBaHa 3Ha9MMa POMSHA B €KCIIO3UIHATa IpH ¢1adu MeTa00IU3aTOpH [0 OTHOLIEHUE

ra CYP2D6 (Bx. Touka 4.2).

5.3 IIpenkInANYEN JaHHU 32 0e30HacHOCT

He e mpoBexx(ana ISUIOCTHA KOHBEHIIHOHANHA CXeMa OT IPEAKIHHHYHA TPOYIBaHUA C
€CIUTANONPaM, Thil KaTo 00eIUHABAINUTE TOKCHKOKMHETHYHN U TOKCUKOJIIOTUYHHA NPOYYBaHUA C
eCIUTANOIPaM | HHTaIOoNpaM, IIPOBEACHHK IIPH IIBX0BE ca IMOKa3all CXOLEH Ipodui. ETo samo
manara HHGopMarius 3a IMUTATONPaM MoxKe Ja ObAe eKCTpallonupana KbM eCUHTAIIONpaM.

INpu cpaBHUTENHN TOKCUKOJOTHYHY IIPOYUBAHHA C ILIHXO0BE, SCUiTANONpaM U HyTanonpaM ca
IPEIU3BUKAIN KapAHOTOKCHYHOCT, BIOTFOYUTENHO 3aCTOHHA ChpAcIHa HB,II;OCTE[TI:T-IHOCT ClIeI

‘‘‘‘‘

KOHMTO HPEAU3BUKBAT B 00INa TOKCHYHOCT, M3riexaa e KapFuoTOKCH Z@m;ra ggpeﬂﬁpa %
IIMKOBUTE TUIA3MEHM KOHECHTPALMA OTKONKOTO CHC CHCTEMHO H3JIarany (Amé) HHKOBHTEI.‘
Tésﬂ ;mc'mrﬂa’rﬁ:n '




KruHrgHa ynotpeba, noxaro AUC 3a ecnutanomnpam e Omna caMo 3 g0 4 WHTH HO-BUCOKA OT
U3MIAraHeTo, XOCTHTHATO IPH KIHHKYHO Hu3non3pane. 3a nuranonpam AUC-croiiroCTHTE 32 S-
eHanTHOMepa ca Omny 6 10 7 NETH IIO-BUCOKH OT U3Nara’eTo, JOCTUTHATO NIPH KIIMHHYIHO
n3nonspane. Haxonxure ca Hali~BEpOSTHO CBBP3aHU C NPEKATICHO BIMIHUE BHPXY OMOTECHHUTE
aMUHH, T.€. BTOPHYHO Ha OHPBUYHUTE (PapMaKoiIoTrE4YHy edexTH, KoeTo o0ycnaBs
XeMOAUHaMuYHY e(heKTH (peAyLHpaHe Ha KOpOHAPHUS KPBBOTOK) U UCXeMHU. TOUHUST
MEXaHHA3BM Ha KapJUOTOKCUYIHOCT IpH ITEX0Be 00ade He € aceH. KMuHEUYHAST OIUT C
IMATAIONPaM U ONUTHT OT KIHHUYHU HPOYIBAHUS C ECIIUTANONPAM HE II0Ka3Ba, Y€ TE3U HaXOAKH
AMAT HAKaKBa KVMHIYIHA BPh3KA.

TIpy npoBexane ya IeIeHUE 3a HO-IBITH NEPUOJIK C SCIATAIONPaM ¥ LIUTATIONIpaM €
HabnroaaBaHO HOBULICHO ChABPKaHNE HA (ochOMUNEaN B HAKOU THKAaHH Kato 051 Ipoo,
EeNUAUIAM | YepeH apo0 Ha nnexose. Haxonxute 3a enuanauMm | depes apod ca Habmopasany
IIPU U3JIaraHe CXOJHO ¢ TOBa y wopeK. EbeKTsT € 00patumM ciex peKpaTsaBatde Ha JEUSHUETO.
IIpm xuBoTHU € HablroNaBaHO HaTpynsaHe Ha (ochonumany (pochonumunosa) npu
yroTpebara Ha penuiia KaTHOHHY aMOupmIay MequkamenT. He € u3secTHO nany To3u
(erOMeH ce HabmozaBa ¥ IIpH Xopa.

B €BOMOMUEOHHOTO IIPOYYBAHE 332 TOKCUYHOCT HPY IIEX0BE ¢4 HaMepeHH eMOPHOTOKCHIHM
edextn (HamaneHo TErIO Ha IDIoAa B 0OpaTiMo 3a0aBgHe Ha OCHDUKAIHITA) IIpH H3AraHe B
yciioBus Ha AUC HagxBepsaiio H3aradeTo, JOCTUIHATO IPpH KINEHYHE yIIoTpeba. He e
HabroNiaBaHa MIOBHIICHA YecToTa Ha Mailpopmaumu. Ilpe- M MOCTHATAIHO IPOYUYBAHE €
1I0Ka3alio HaMalleHa IIPEXUBIEMOCT NIpe3 TaKTalHOHHIA IISpPHO) IIpH U3JIAraHe B YCIOBHUS HA
AUC axsepigmio u3jaraieTo, JOCTUTHATO NpH KIWHKYHa ynorpeba.

6. @®APMAIEBTUYHH TAHHA

6.1 Couchbk HA TOMOIMHHUTE BEMIECTBA

CoepluesuHa Ha TabeTKarta:
MuxpoxpucTaiBa Heinynosa
Crmnues JUOKCHI, KoJouaeH 0€3B0eH
Tanx

Hatpnepa xpockapamenosa
MarsesueB creapar

O0OBuBKA:

XHATPOMEII03a
Maxporomn 400

Turasuer guokcun (E 171).

6.2 HecpBMecTHMOCTH
He e mpunoxumo.

6.3 Cpok Ha FoHOCT
3 TOOUHH.

6.4 Choenuajgnm ycJoBHA Ha CLXpaHeHHe
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To3u IeKapcTBEH NMPOAYKT HE H3UCKBA CHEIUAIHN YCIIOBHS Ha CHXpPaHEeHUE.

6.5 Jannu 3a 0lIaKOBKATA

bimcrepu: Hpozpaunu; PVC/PE/PVAC/AnymunneBy OIBCTEpH B KapTOHEHA OakoBKa; 14, 28,

56, 98 rabneTiu — equawaHA Ko3H; 49x1, 56x1, 98x1, 100x1, 500x1 Tabnetku (5, 10, 15 u 20
mg)

Brucrepn: bemn; PVC/PE/PVAC/AnymurueBu OnUcTepH B KapTOHeHa olfakoBka; 14, 20, 28, 50,

100, 200 tabnerxu (5, 10, 15 1 20 mg)

IMomanponuiesoBn onakoskuy 3a Tabnerxw; 100 (3, 10, 15 1 20 mg), 200 (S u 10 mg) rabnerku

He BcHUKH BHI0BE ONIAKOBKK MOrar ja 6barT IyCHATH B Ipomaxoa.
6.6 CrHennannu npeX¥A3HH MEPKH HPH H3XBhPJIsAHE
Hava cenyansn M3HCKBaHHAL

7. HPATEXATEJ HA PASPEINEHHUETO 3A YIIOTPEBA

Lundbeck Export A/S
Ottihavej 9

DK-2500 Copenhagen-Valby
Hanusg

8. HOMEP HA PE3PEINEHUETO 3A YIHHOTPEBA

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 ITBbPBO PASPEINTABAHE/MIOAHOBIABAHE HA PASPEINTEHUETO

3A YIIOTPEBA

Jata ga rrepBO pazpemasane: 06.08.2007
JlaTa gHa HOCIIeAHO MOKHOBsBaHE: be3CpodHo paspelueHue 3a yaorpeda

10. ITATA HA AKTYAJIUIUPAHE HA TEKCTA

09/04/2008
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