EEA Y

ONOBPEHO]
DATA ... 500,078

KPATKA XAPAKTEPUCTHUKA HA ITPQO AN

1. ¥YIME HA JEKAPCTBEHHS IPOIVKT

CIPRALEX 5 mg dumvupanu Tabnerka
CIPRALEX 10 mg dbunMupanmu tadbieTku
CIPRALEX 15 mg ¢uimMupanu TabneTKu
CIPRALEX 20 mg ¢dunmupanu tabnerku

2, KAYECTBEH U KOJIMYECTBEH CHCTAB

Cipralex 5 mg: Bcska TabieTKa ChObpika 5 mg ecnutanonpam (nox ¢opmara Ha OKcanar)

Cipralex 10 mg: Bcaxa tabnerka cpabpxka 10 mg ecuuranorpaM (nox dopMara Ha OKCajar)
Cipralex 15 mg: Bcaka Tabnerka cpabpxa 15 mg ecuuranonpam (o opMaTa na OKCaIAaT)
Cipralex 20 mg: Bcsaka Tabnerka cpabpxa 20 mg ecruranonpam (o hbopmara #a OKCAlar)

3a IBJIHMA CIIMCHK Ha FIOMOHIHHTE BEILECTBa, BiK. Touka 6.1.

3. JEKAPCTBEHA ®OPMA
Oumvnpana Tabnerka.
Cipralex 5 mg: Kprrna, 6s1a pumvupana tabnerka ¢ ob6o3rauenue “EK” or eagnara crpana.

Cipralex 10 mg: Opanna, 641a, ¢ nenurenna yepra ¢puiMupana tadbnerka ¢ oboznavenue “E” U
“L” o1 ABETE CTpaHHU Ha ACNWTENHATA YepTa OT €JHara CTpaHa Ha TaderKara.

Cipralex 15 mg: Osanna, 6s51a, ¢ ZeIATENHA YepTa puiIMHupana Tabmerka ¢ odo3radeHne “E” u
P g > ; p up

“M” oT xBETE CTpaH! HA ACTUATENHATA YepTa OT ¢4HATa CTpaHa Ha TabJieTKara.

Cipralex 20 mg: OBanna, 0s1a, ¢ AenATeNnHa yepTa hrmMripana Tabnerka ¢ oboznavenue “E” u

“N” oT IBeTe CTpaHM Ha JSIHTeIHATa YepTa OT efHara CTpaHa Ha TabNeTKara.

Tabnerkure ot 10, 15 1 20 mg Morar na 0514t pasAelIeHU Ha JABE PaBHU IIOJIOBHHH.

4. KJAHUYHU JAHHA

4.1 TepaneBTHYIHA NOKA3AHUSA

Jledenue Ha rojiav ASApECHBEH CIH307.

JleueHne Ha TaHUUECKO Pa3cTPoHCTBO ¢ uny 6e3 aropapodus.
JIedenue HA CONMHANHO TPEBOXKHO pa3CTpoHCTBO (connanna Godus).
Jleuenue Ha TeHepanu3upano TPEBOXKHO Pa3CTPOHCTRO.

JlegeHne Ha 00CecHBHO-KOMITYJICHBHO Pa3CTPOUCTRO.

4.2  JHo3BpOBKA H HAYUH HA NPHJIOKEHNE

bezonacHOCTTa B 1eeBHH A034 Han 20 mg He € YCTaHOBCHA.




Cipralex ce npunmara xaTo eJHOKpaTHa JHEBHa 71032 K MOXe Ja ce IpueMa 0e3 oriles mprueMa Ha
XpaHa.

] 'ongM nenpecHBEH EHu30k
Obnyaiinara no3a € 10 mg eAHOKpaTHO NHCBHO. B 3aBHCHMOCT OT WHIMBHIYAIHMSL OTTOBOD Ha
NalMeHTa, B03aTa MoXKe fja O5Jle yeelmueHa MakcuManto 1o 20 mg naesso.

ObukHOBEHO ca HeoOxonuMH 2-4 CeIMUITH 3a IIOCTHTaHE Ha aHTHuIenpecuBHu edekr. Cuex
OBIAZsIBaHE Ha CHMOTOMUTE Ce Hajlara JICUCHIE B IPOIbIDKEHNE Ha IIoOHe 6 Mecella 3a
cra0MiIA3¥pane Ha IIOCTUTHATHS TEPANEBTHYCH Pe3YIITaT.

Ilanngecko pascTPORCTBO ¢ uiH 6e3 aropadodus

IIpes mppBaTa cepMuLa ce IpenophYBa eAH0KpaTHa JHEBHA 103a OT 5 mg, KOSTO Clief ToBa Ia
Obze yBenudena Ha 10 mg aneBHo. Jfo3ara Moxxe fna Oble TOIBIHUTENIHO YBEIMUEHA IO
MakcuMaiHO 20 mg JHEBHO B 3aBHCUMOCT OT UHIUBHIYATHISI TEPAIIEBTHIECH OTrOBOP HA
HaluBeHTA.

Maxcumanna e(peKTUBHOCT CE IOCTHTa CIIe]] OKONO 3 Mecena. JIeueHneTo IpoAbDKana HIKOIKO
MeceIa.

COILIMaIHO TPEBOKHO PA3CTPOMCTBO

Obuugaiinara no3a € 10 mg egmokpaTHO AHeBHO. OOHKHOBEHO ca HeoOXoauMH 2-4 CEeaMHUIIH 3a
Ila ce mocturase obiexyaparne Ha cumnrTomute, Jlo3ara Moxke Ja OBAe NOWBIHUTEIHO HAMAICHA
IO 5 mg WM yBEIH4eHa X0 MakCuMaIHo 20 mg AHEBHO B 3aBMCHMOCT OT HHIHBHYANHHS
TCPaNCBTHUCH OTTOBOP HA MAUHCHTA.

CouuanHno TpeBOXKHO pa3CTpOoiiCTBO € 3a00isIBaHe C XPOHIHYHO NPOTHYAHE U Ce IIPEIophUBa
JICYCHYE B IPOABIDKEeHNE Ha 12 cexmunu 3a crabunusupane Ha pesynrara. OTroBopsT Ha
IEITOCPOYHO JIEUCHNUE € NPOYYRAH B IIPOALIKEHIE Ha 6 Meceila i MOXKe Ja Ce CUNTa,
OCHOBaBaiiKH ce Ha HHAUBHIYAIHHUTE CIIyYal, Y€ BOJHU J0 NpelOTBPATIBAHE Ha PELHINB,
HOJI3ATE OT JIedeHUeTo Tpsa0Ba Aa OB0aT IPEOICHIBaHH Ha HOCTOSHHU MHTICPBAJIH.

ConuaHO TPEBOXKHO Pa3CTpOiiCTBO ¢ oOpe AehHHNpaH IHaTHOCTHIEH TEPMUH 32 CHEIAGHIIHO
pasCcTpOMUCTBO, KOETO He TpSOBa Ja ¢ OBbpKa ¢ IIpeKoMepHa cpaMeXTuBocT. PapMakoTepanusTa
€ IOKa3aHa caMo, KOraTo pa3sCIpOMCTBOTO CMYLIABA 3HAYMMO IMpodecroHaIHaTa K CoONHailHa
OEHHOCT.

MsCTOTO Ha JIe4eHIETO B CPAaBHEHKE ¢ KOTHUTHBHATA ITOBEASHYECKA Tepalid He € OlleHIBaHo.
dapmaxoTepanyaTa € 4acT OT 00ImaTa TeparieBTHyIHa CTPATerHsl.

I"eHepaln3Upano TPEBOKHO pPa3CTPOCTBO
[IspBOHavanuara fo3a € 10 mg eqHOKpAaTHO AHEBHO. B 3aBHCHMOCT OT MHAUBUAYAIIHASI OTTOBOD
Ha nanuenTa, o3ara Moxe Aa 0ple yBenndeHa MakcuMaitHo 1o 20 mg THeBHO.

OTroBOpPET Ha IBAFOCPOUHOTO JICUCHNUE € HPOYUBaH B IIPOABIDKEHUE TIOHE Ha 6 Mecena npu
ey

nanuenTy, npueMamu 20 mg/nen. [lonsure ot ledeHuneTo ¥ go3ara Tpabdsa 13, 6'51(211‘1 "

[IPEOLiCHABAaHH HA IIOCTOAHHH MHTepBam (BK. Touka 5.1). ‘




OO0cecHBHO-KOMIVIICHBHO Pa3CTPOHCTBO
ITspronaganHarta go3a ¢ 10 mg ensokparsHo FHEBHO. B 3aBHCHMOCT 0T MHIUBUAAYATHUA OTTOBOP
HA ranyeHTa, fo3aTa MOoXe a Objie yReaIrdeHa MakcuManso xo 20 mg nHeBHO.

Ts#t xaTo OKP e 3abonsasane ¢ XpoHUYHO IPOTHUYAHE, JICUECHUETO Ha IIalUeHTUTE Tpa0Ba 1a
IIPOABIDKE IOCTAaTHYHO NPONBIDKHTEIHO BpeMe 10 U3UC3BAHE HA CUMIITOMUTE.

IIon3uTe OT JICYEHHUETO U 03aTa TpsOBa Aa 05aT NPEONCHIBaHY Ha ITOCTOSHHN HHTEpBAIH {BXK.
TO4UKa 5.1).

Crapyecka Bp3pact (> 65 ronuHu)

Ha ce iMa NpeJIBUL Ha4YallsE0 JEeYEHe ¢ NOJIOBHUHATA OT 006HYaliHO mpenopbhuBasarTa 403a U I110-
HHUCKa MaKCHMaJIHA 1034 (B¥XK. TOUYKa 5.2).

Edextusnocrra Ha Cipralex npu conpanHo TpeBOKHO Pa3CTPOUCTBO HE € IPOoyUIeHa HPH
IMAHMEHTH B CTap4yecKa BE3PacT.

Jlena u roHomy (< 18 rojunm)
Cipralex He TpabBa #a ce U3I0J3Ba IpH JISYSHHETO HA ACNa U XOHOIIM Ha Bh3pacT xox 18
TOMUHH (BXK. ToUka 4.4).

Hamanena 050peuna (hyHKINS

lpy nanyeHTH ¢ ISKa JI0 YMEpeHa cTeleH Ha 0p0peuna HENOCTATEIHOCT HE CE Hamara KOPeKIus
Ha no3aTta. I3HCKBa ¢¢ NOBHNIICHO BHEMAHHE IPH NAUEHTH ¢ TEXKO yBpeneHa 6bp0pedna
dyuxumsa (CLcr mo-mansk ot 30 ml/min) (Bxk. Touka 5.2).

Hamanena gvepgoapodna QyHKus

IIpenopb4Ba ce HavailHa J03a OT S mg AHEBHO IIPe3 I'BPBUTE JBE CEOAMUNIY OT JICYECHUETO IIpH
HAIECHTH ¢ JIeKa JI0 YMEPEHA CTENeH Ha YepHOoApoOHa HEXOCTATHYHOCT. B 3aBRCUMOCT OT
VMHMBHAYAIHHAS TCPalleBTHYEH OTTOBOP, A03aTa MOXe Na O51e yeennyera 1o 10 mg AgeBHO.
Ilpenoprusa ce HOBUALIEHO BHUMAHNE H 0CO0EH0 BHUMATEIHO TUTPUpAHE Ha 103aTa IIpH
IaUeHTH ¢ TEXXKO YBpeAeHa yepHopoOHa QyHKIH (BX. TOUKa 3.2).

Cnabu merabonrzatopu Ha CYP2C19

IIpu namEeHTH, 32 KOUTO € U3BECTHO, ue ca cnadu merabonusaropu Ha CYP2C19 ce
IpeIopbYBa HaYanHa A03a OT S g JHEBHO IIpe3 IIEPBUTE JIBE CEAMUIM OT JIeUeHUeTo. B
3aBHCHMOCT OT WHIHABHAYaIHHS TepaleBTHUYCH OTTOBOP, A03aTa Moxe na 6pae ysenndesa no 10
mg nEeBHO. (BXK. TOUKE J.2).

CuMnroMii Ha OTHeEMaHe, HaOOMaBaHy NP NpeKpaTaBate Ha JISUeHUETO

Tpsbra ma ce u30srea BHE3aIHO NpeKpaTsiBaHe Ha JeueHuero. [Ipu npekparsBane Ha JeIeHHETO
C CCIETANONpaM, J034aTa ClieBa Aa ObJe NOCTENEHHO HaMalsiBaHa B IPogbIDKEHWe Ha TIOHE
ellHa JIO JBE CeIMHIH C Il Aa Ce HaMaM PECKa OT CUMIITOMH Ha oTHeMane. (Bx. Touka 4.4 u
4.8). B cnydaii Ha BB3HAKBAHE Ha HEHPHEMIIMBYH CHMIITOMH CliE] HaMasiBaHe Ha 103aTa HilH
IIPEeKhCBaHe HA IEUSHHETO, MOXE Ja ¢ce 0OMKCIN BH300HOBIBAHE Ha IIpHeMa Ha IIpejay TOBa
IIpeAnHcanara x103a. B mocneacrsue exkapsaT 01 MOIBN Ja IPOABIDKY HaMaJIBAHETO Ha J03aTa,
HO HO-IFOCTEIIEHHO.

4.3 IlporuBonokazapuga

CBP’BX‘IYBCTBHTGHHOCT KbM CCHIUTANIOIIpaM HIIH HAKOC OT HOMOILHHAT



EnsoBpeEMEHHO JISUYEHHE C HECENEKTHRHH, HeoOpaTuMy HHXUOUTOPY Ha MOHOAMHUHOOKCHIA3aTa
(MAO-uaxubuTopH) € IPOTUBOIIOKA3aH0 IIOPaTH PHCK OT CEPOTOHHHOB CHHIIPOM C
AXKATUPAHOCT, TPEMOD, XuneprepMus 1 ap. (Bx. Touka 4.5)

Kombunnpasero Ha eciurasnonpam ¢ oopamumu MAO-A vaxuburopu (Hanpumep
MOKJIOOeMET) uny obpamumus Hecerexmuger MAQ-HHXHOUTOP IMHEIONH] € IPOTHBOIIOKA3AHO
IIOPaJl PUCK OT OTKIIHOYBAHE HA CEPOTOHUHOB CHHAPOM (BX. TOuka 4.5)

44  Choneunajasu NpegynpexaeHusa B NpeanasHd MepKH NpH yonorpeda

ClegauTe CIICUAIHY IPEeRAYIIPEXASHHT U MpeAna3sHi MepKU C€ OTHACAT JIO TePaIlleBTHUHUS
xrac CHUOTIIC (Cenextesayn HMuxuburopn Ha Q6patHoTo HHoemane Ha CepoToHHHA).

Yroorpeba opy Jelia M JOHOIIM Ha Bb3pacT noa 18 roauHu

Cipralex Be Tps0Ba 14 0B€ N3N0N3BAH IIPH JICICHHACTO Ha Jela M I0HOIIH Ha BB3pacT 1nox 18
roguad. CYHIUAHO TIOBEAcHNE (CYRBUAHN ONUTH ¥ CYHIMIHE MUCIIH) U BpaxXaeOHOCT
(mpeobiagaBamio arpecus, IIPOTUBOIIOCTABAHE U THSB) ca O [T0-IeCTO HAOMIOJaBaHU IIPH
KIIMHUYHY IPOYYBaHUS CPEN Aella U IOHOIH, IEKYBAHU C aHTHACIIPECAHTH B CPABHEHHUE C
TaK¥iBa, ipueMany nnamnedbo. AK0 OCHOBAaBaMKY Ce Ha KIIMHWUYHA HE0OXOUMOCT, BBIIPEKH
BCUUKO CE€ B3EM€E PEIICHIE 32 JISUeHHE, TallHeHThT TpsiOBa fa ObZic BHUMATEIHO MOHUTOPHUpaH
34 IIOsBa Ha CYMITULAHU CUMIITOMH. B RONBIHEHHE, TUIICBAT ABITOCPOYHH JaHHY 34
0e30MIaCHOCTTA IIpH JCIia U IOHOIIH, Kacaellii pactexa, Chb3psIBaHeTO, KOTHUTHBHOTO U
IIOBEICHYECCKOTO PA3BUTHE.

Iapagokcanmga TPEBOKHOCT

Ilpu HAKOM NaUKEHTH ¢ MAHKHIECKO pa3CTPOHCTBO MOKE Ja ¢& HabomaBa 3aCUliBaHe Ha
TPEBOXXHOCTTA B HAYAIOTO HA JICICHHUETO C aHTHACHPECAHTH. 1 a3y MapagoKCaIHa PEeaKius
0OMKHOBCHO OT3By4aBa B IIPOAB/DKEHHE HA OKOJIO JBE CEAMHUIH IIPX IPOBEXKIaHE Ha
IIPOALIDKATENHO neuenue. IlpenopruBa ce HICKa HavallHa 03a ¢ IIeT Jia ¢ HaMaliHu
BEPOSTHOCTTA OT aHKCHOTeHeH e(deKkT (BXK. Touka 4.2).

I "spUoBe

IIpreMBT Ha Te€KapCTBEHHA IPOAYKT CIEHBa Jia CE IPEKPaTH IIPH BCEKH ITariieHT, TP KOUTO ce
rosBsBaT repdore. CUOIIC Tpsibea ga ce u30sArBart IpH IalUeHTH ¢ HecTabHUIHA CINISHCH, a
HalUCHTUTE C KOHTPOIHpaHa SMUICHCH 1a ObJaT BHUMATCIHO IpociaeaiBanu. llpueMsT Ha
CUOIIC crenpa ce mpekpaTH, ako IIPHHaIbIIATE 3a9eCTABAT.

Manus
CUOIIC crenpa za ce H3II03BaT BHEMATEIIHO IPY NallHCHTH ¢ JAHHY 33 MaHUA/XUITOMAHMS,
[puemsT Ha CHUOIIC crienpa na ce npexpaTy NP BCEKH HAUMEHT NpeMHEAN B Manuiiga ¢asza.

Jimabet
[Ipu nanmenTH cTpamamu oT xuadert, neueHueto ¢b¢ CHUOIIC Mmorke ga mpoMeHH KOHTPOIA

BBPXY KPHBHATA 3aXap (XUIOTIIMKEMUS WA Xureprimxemus). Moxke Ja ce HaI0XKH KOPeKIus Ha
HHCYJIMHA M/UJIH ICPOPaNHITE XUIOTITIMKEMUYHH CPEICTRA.

- fw - ‘1\"’\\_::\
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JlenpecHsTa € cBpp3aHa ¢ IIOBHIICH PHCK OT CYHIIUIHA MHCJIH, caMOHapaHaiBaH" ~ i,
camoyOmicTBO (CHOUTHS, CRBP3aHM ChC CaMOyORICTBO). T03M PHCK ¢ EGTByBa ,I[O" J];OSﬂF e
Ha 3HauMMa peMucus. T'ei KaTo IogoOpeHne MOXKe Ja He HACTHIIH IIPES HE BHTe HﬂIC%




CeIMHUIH WK IIOBEUE OT HaYaJoTO Ha JEYCHHETO, HalueHTHTe Tp40Ba 1a OpAaT 1MoJL CTPOro
Habmogenue A0 noseara My. KIHHHYHESAT ONUT COUM, Ye PUCKBT OT caMOyOHECTBO MOXKE [a
HapacHe Npe3 paHHUTE eTaly Ha BH3CTAHOBUTEIHHES MEPHOI.

Hpyeu ncuxuunu 3abonaeanus npu xoumo Cipralex ce npeonuceaq, covuo mozam oa bvoam
CEBP3ARU C HOBUUICH PUCK O CoOumuA, C6bp3any coC camnoybuticmeo. Ocsern masa mesu
3abonseanus mozam 0a 6voam cvyemany ¢ 20jAM0 0enpecueHo pascmpoticmso. Ilpu nevenue
HA nayuerHmu ¢ Opyzu NCUXUYHY HApYUleHUs mpsabsa 0a 6s0am CvON00a6any Coujume
NpeOnAa3HU MEPKY, KAKMO NPU AeyeHue Ha RAyUeHRmy ¢ 2013M0 0enpecusHo pascmpoiicmeo.

VizBecTHO €, Ue manueHTH ¢ aHaMHe3a 3a CEO0NTUS, CBBP3aHy CbC CaMOYOUHCTBO, HIIH
IIOKA3BaIlK B 3Ha4YMTENHA CTCIICH CYUNUHE HACaluY, IpeH 3aI109BaHe Ha ICUeHHETO, ¢a
M3JI0KEHU Ha II0-BUCOK PHUCK OT CYMIMIHY MHCIIM UK OITUTH 32 CaMOYOHHCTBO ¥ TPsOBa Ja
OBIaT BHUMATEIIHO HaOIIOAABAHY IO BpeME Ha JieueHHeTo. MeTa-aHanmm3 Ha 11aneoo-
KOHTpONUPaHy KIMHUYHYE U3NTBasUS] Ha aHTHACIPECAHTH IIPYU BB3paCTHU NalUEHTH C
IICUXWYHHE pa3cTpoiCcTBa MOKa3Ba IIOBUIIEH PUCK OT CYHIIMIHO HOBEISHNE IPH MANUEHTH IO/
25-roguniaa BB3pacT, JIEKYBaHU ¢ agTUAENpEecalnTy B CpaBHeHKE ¢ Intaiiebo. JlekapcTBeHaTa
Tepanusa TpAOBa Ja C¢ CHIIFTCTBA ChHC CTPOro HadMOAEHNE Ha NAl{UEHTHTS, B YACTHOCT HA TE3H,
KOUTO Ca U3TOKEHH HA BUCOK PHCK, 0CODEHO B HAYATHHATE €TaNH HA JISYCHUETO U CISK IPOMEHH
B Aosure. IlanuenTire (M monaramuTe TPIDKA 3a T4X) Tpsabpa Ja Obaar NpeaynpeacHy OTHOCHO
HEOOXOAUMOCTTAa OT HabIIIOAECHNUE 32 BCEKM HpU3HaK Ha KIIMHHYHO BJIOIABAHE, CYHLIUIHO
IIOBEACHUE MIIH MUCIH K HCOOHWYallHI IIPOMEHU B IIOBEASHUETO, KaKTO U J1a HOTHPCAT He3abaBHO
KOHCYIITAIKA C JIeKap, ako TaKyuBa CHMIITOMY CHIIECTBYBAT.

AXaTU3HG/TICHXOMOTOPHO 0E3[MOKOHCTRO

Yrorpebara na CYOIIC/CHPU ce crbp3Ba ¢ pa3BUBaHETO HA aKaTH3Msl, XapaKTepu3Kpaila ce
ChC CYOSKTHBHO HEIIPUATHO MU MBUUTEIIHO HECTIOKONCTBHE H HEOOX0IUMOCT OT YECTO
XBIDKEHHE, CHIIPOBOACHA C HEBB3MOKHOCTTA Ja C& CEAU MITH JIa €€ CTOM HEIMOABHIKHO. TORa €
Hall-BEpOATHO Ja C€ IOSBHU IIPE3 IEPBUTE HAKOJIKO CEXMUIK OT Jeuennero. {ipu manueHTy,
KOWTO Pa3BHUsT Te3HW CHMIITOMY, VBEIMYCHUETO Ha f03ara OM MOIJIO na Obje BpemHo.

XUTIOHATPHEMUS

3a XUNOHATPUEMIEI, BEPOATHO IbiDKalla ce Ha HeaJACKBaTHa CeKpelnsd Ha aHTH ANy pEeTHYCH
XOpMOH, ce cho0mana paaxo npu ynorpedara Ha CUOIIC 1 oOMKHOBEHO H34E3BA IPU
IIpeKpaTsBaHe Ha Tepanudra. Y3uckea ce NOBUIICHO BEMMAaHUE P PUCKOBY NIAUEeHTH, KaTo
HapyAMep MalMedTH B HaupeaHana Be3pacT, MalueHTH ¢ YepHoaApoOHa IMpo3a UilH HallueHTH,
KOHTO Ca JICKYBaHM €JHOBPEMEHHO € JICKAPCTBEHH NPOXYKTH, 32 KOWTO € H3BECTHO, Ue
HPEIN3BUKBAT XUIIOHATPHEMIS.

KpnBous3nuBy
Hva cpo0meHns 3a KOXKHE XeMOparuJIHy HApYIICHUS KaTo HAIpUMep SKXUMO3H H Ny pILypa IpU
yiiotpedara Ha CHUOIIC. [lpenioprysa ce ITOBUIICHO BHUMAHME [IPU MAIACHTH, KOUTO IpUEeMAT
CHOIIC ocobeno nmpu eqHOBPEMEHHA yIIOTpeda ¢ IepOpaNHi AaHTHKOAryIaHTH, ¢ APy
JIEKApCTBEHH IPOXYKTH, 34 KOUTO € M3BECTHO, Ye HapyniapaT TpoMOGouutauTe hyuknuy (Hanp.
ATAIHYHE HEBPOJIENTUIN U (DEHOTHA3HHH, IIOBEUCTO TPUITUKIMNYHA AHTHCTIPEC
alETHACATUITAIIOBA KACEINHA ! HECTEPOUAHH ITPOTHBOBB3INATHTCIHA JIeI{apCrTBEHH Hp@(,tl,‘ TU
(HCTIBC), THknOnMauH ¥ IUIHPAAAMOI) B IIPY HaIlUEHTH ChC CI{HDHHO(;?I?H KM “I{LpBe»H&

EKT (enexTpOKOHBYJICHBHA TEPANNs)




Knurnganuat onut npu eaHospemMerHo npunoxenne Ha CUOIIC u EKT e orpasuyen, mopanu
KOETO CE NPerophiRa HOBUIIEHO BHUMAaHHE.

CepOoTOHNHHOR CHHAPOM

IlpenopbpyuTento € HOBUILICHO BHUMAHNUE IIPH YCIIOPEAHOTO HPUIAraHe Ha eCHUTAIONPaM C
JIEKApCTBEHH IIPOAYKTH, KOUTO KMAT CEPOTOHUHEPIMYHH e(pEeKTH KaTO CYMaTPUIITaH M APYTH
TPULITAHU, TPAMAJION ¥ TPUNTO(aH.

B penxu cnydad ce ¢h0011aBa 3a CepOTOHHHOB CHHAPOM IpH NaueHTH, n3noyysainu CHUOIIC
YCIIOPEAHO ChC CEPOTOHMHEPIrAYHHY JICKAPCTREHH IpoAYKTH. KoMOMHAaIiug 0T CHMTOMH KaTo
HECIIOKOMCTRYE, TPEMOD, MHOKIIOHYC ¥ XUIEPTEPMHU Ca II0Ka3aTeHY 3a pa3sBUTUETO Ha TORA
CHCTOSAHUE., AKO TOBa BB3HMKHE, JieueHHeTo ch¢ CHOIIC u cepOoTOHUHEPTNMHYA NEKAPCTBEH
IIPOIYKT, TpsAOBa Jia ce Npekparyd He3abaBHO U Ja ce 3aIl09He CUMIITOMAaTHIHO JIeueHHe.

BT KauTapHuoH

Exnospemernara yrnotpeda va CHOIIC 1 OMIKOBY NPOAYKTH, ChIABPIKAIIH XBIT KAHTAPHOH
(Hypericum perforatum) MOXe Aa IpeJU3BHKA IOBHINaBaHE YECTOTATa Ha HEXKESITaHU
JIEKapCTBEHHU peakiyy. (BX, Touka 4.5).

CuMIITOMH Ha OTHEMAaHe, HaOJIIONaBaHH IpH IIpeKpaTapate Ha JICYCHUETO

CHUMIITOMHUTE Ha OTHEMAHE HpU CIHPaHE Ha JICYCHUETO Ca YeCTO CPElIaHu, 0COOEHO B CRy4auTe
Ha BHE3AIIHO npexbeBane (Bx. Touka 4.8). [lpn xIMEHYHATE POy BaHU HEXKEITAHUTE
JIEKapCTBEHH peakiuy, Habnronapany IPH IIPEKHCBAHE Ha JICHSHUETO ¢a PeTHCTPUPaRH
IpuOIu3MTENHO IIpH 25% 0T HAUCHTUTE, NEKYBaHU ¢ ecriranonpaM 1 npu 15% ot
NaleHTATE, NpUeMalny Ianeoo.

PUucCKBT OT OsiBa Ha CUMIITOMHE Ha OTHEMaBe OU MOT'BJI Ja 3aBHCY OT HAKOJKO daxkropa,
BKIIFOUHTEIHO IPOABIDKATENHOCTTA U 03aTa Ha ICUSHHE, KAKTO U TEMIIOTO Ha peAyLupaHe Ha
1034Ta. 3aMassHOCT, CEH30PHHA HapyIIeHus (BKIIOYATEIIHO NapecTe3rs ¥ yeeHniase 3a yuap oT
EJIEKTPUYECKH TOK), CMYIUEHIS Ha CbHA (BKIIOUUTENHO 0e3ChHEE U IIPEKOMEPHO ChHYBAHE),
XUTUPAHOCT WK 0e300KONCTBO, rafeHe W/ UM HOBPRIIAHE, TPEMOp, 00BPKaHOCT, IIOTEHE,
rinaBoOoNHe, Auaphs, TAINKMTANHH, €MORHMOBAHA HECTaOMITHOCT, Pa3/IpasHATEHOCT H BH3YaiHU
pa3cTpoiicTBa ca Hal-4ecTo AOKIagBaHuTe peakuuu. OOMKHOBEHO Te3U CUMIITOMHE Ca JIEKH J0
YMEPEHHU, HO BHIIPEKH TOBA IPH HAKOU HAIACHTH Te O1xa MOri 1a ObJaT TeXKHU II0 XapakTep.
Te3n cuMnTomMu 00HMUaliHO HACTHIIBAT B paMKHUTE Ha ITEPBUTE HIKOJIKO JHU CHEl IPEKHLCBAHE Ha
JISYEHUETO, HO CHINECTBYBAT U PEAKHU AOKIAAU 3a MOLO0HY CUMIITOMH IIpU HAUEHTH, KOHUTO 10
HEBHUMAaHUE Ca IIPOILYCHAIHN K032,

Hait-001m0 Te3u CHMITOMHE ca ¢ChC caMO3aTHXBAL XapaKTep U 0OMKHOBEHO OT3BYUaBaT B
paMKUTe Ha OBE CEIMULIM, HO B HSKOH CIIydayl T€ MOXE J1a OBJaT [IO-TIPOXBIDKUTENHHA (2-3
Mecena iy nosede). CIefoBarelHo ce Ipernopbhuka ecyTalonpaM ia Ope DOCTEIEHHO
HaMaJlsBaH IPH IIPEKHCBAHE Ha JICYEHVETO 34 IIEPUOM OT HAKOJIKO CEIMUN UK MECEI, B
3aBHCHEMOCT OT HYAUTE Ha IIauuenTa (BK. “CHMITOME Ha OTHeMaHe, HabMrogaBaHu IMpH
IIpeKpaTsIBaHe Ha NICUCHUETO , TouKa 4.2).

KopoHapha 60J1eCT
ITopanu orpannyeH KIHHWYCH OIUT, CE TIPENOpPhYBa OBUIISHO BHUMaHue IIPH NalHEHTH C
KOpOHAapHa 0onect Ha CHPLUETO (BXK. TOUYKa 5.3). m

4.5 B3anmopelicTBHE ¢ APYrd JIEKAPCTBEHH NIPONYKTH H APYIH
B3aHMOOEHCTBYE

:}.H W i,
"'Lil'u "-I"..r "4-‘ o A
Lpnm‘ Ha o,
IS A
.::; ﬁ"-q rlh L ¥ 1‘ vt
S '

v bat
g
(R




(I)ﬁpMElHOHHHaMH‘:IHH B3aMMOJEHCTBHSA

IIpoTHBOTOKA3AHN KOMOWHATIHN:

Heobpamumu necenexmuenu MAO unxubumopu

Mma cp00Ienis 3a CEpHO3HH peakiuy Ipu nanuenty, npueMany CHOIIC s xomOnnanus ¢
HECeJICKTUBEH, HeoOpaTuM MoBOaMuHOOKCHHazeH upxudutop (MAO-uEXuOUTOD), KAKTO U IpU
IaijueHTy HacKopo npekparmii npueMa #a CUOLIC u zanouynamu negenue ¢ Takuea MAO-
MHXHOUTOPH (BXK. TOUKA 4.3). B HIK0o# 0T CIIy4auTe INalueHTHT € pa3BUJI CEpOTOHUHOB CHHAPOM
(Bx. Touxa 4.8).

EcruranonpaM e BpOTHBOIOKA3dH B KOMOHHAIMA C HECENEKTUBHY, HeoOpaTumu MAQO-
nHxubuTOpH. JISUCHHETO ¢ eciUTANIOnpaM cieiBa Jia 3ano4dne 14 qHu cien npeKkpaTsaBase
ripueMa Ha neobpatumu MAQO-naxubutopu. JieucHne ¢ HeCeneKTUBHE, HeoOpaTuMu MAOQO-
UHXUOUTODH MOKE Jia 3all09He Hali-pano7/ JHU CHEX NpeKparsBane IpueMa Ha SCLATATIONPaM.

Obpamum, cenexmuser MAO-A unxubumop (Moxnobemuo)

Ilopanu pucka OT CEpOTOHUHOB CHHAPOM, KOMOMHUpaneTo Ha ecrpTanonpaM ¢ MAQO-A
EHXHOHTOP KaTo MOXI0DeMHN € poTHBONOoKa3aHo (BxX. Touka 4.3). AKO TakaBa KOMOHHAIIMS €
IoKa3aHo HYKHaE, T4 TpZ0Ba la €€ 3an0yHe IpH Hal-HHCKaTa IIPEopEIBana 032 U IpH
3aCHIIEHO KIIMHUYEO HAOIIIoNeHHE.

Obpamum, necenexmuger MAO-A unxubumop (nunezonud)

ARTHOHOTHKET JTHHECIONN ], IPEACTaBIABa 00paThM, HecenekTuBe MAQO-A uaxubutop 1 He
TpsOBa Ja ce JaBa Ha MAaUUEHTH, JIEKYBaHH ¢ ecrdtanonpam. B ciiydail Ha HeoOXo uMOCT OT
KOMOMHUpAHE ¢ ECHUTANOoNpaM, auTHOMOTHKET TpAOBa fa ce AaBa B MUHHUMAaJIHU JO3H U IIpU
CTPOro KnuumyHo HabmoneHue (Bixk. Touxa 4.3)

Heobpamum, cenexmueen MAQO-B unxubumop (cenexcunun)

IIpu xomOuHHpane cue cenexunu (Heodbpatum MAO-B nmaxudburop), c€ H3HCKBa TOBUIIEHO
BHUMAaHHUE OPAJ PUCKA OT Pa3BUTHE HA CEPOTOHUHOB cuuApoM. CenexXunug e O Nnpunaray
OezonacHo B 1032 A0 10 mg/eH enHOBPEMEHHO ¢ paieMUAYeH [IUTANIOIIPaM,

KoMOuHanmy, W3MCKBaTy DOBAINIEHO BHUMaHKE IpH VIIQTpeoa:

Cepomonunep2uinu 1eKaPCMeEHu npoOYKMu.
EmaoBpeMenHara ynorpeba ChC CepOTOHMHEPIMYIHY JIEKapCTBEHE NPOAYKTH (HAIIp. TpaMamioll,
CyMaTpHNTAaH K IpYyTU TPHITAHH) MOXKE JIa peau3BrKa CEPOTOHHHOB CHHIPOM.

Herxapcmeenu npodyxmu, nOHUNCAsauit 2opuoeUa Npaz

CHOIIC Morat ma noOHIXAT TEpUoBKA npar. IIpernoppunTeHo € HOBHIICHO BHUMAKUE TIPH
YCIOPENHO IpHiaraie Ha JpyTrd JIEKapCTBEHH IPOAYKTH, IOHIKaBally I'bpI0BH IIpar
(HanpumMep anTugenpecanty (Tprumknngan, CHUOIIC), reBpoienTuuy ((peHoTHA3HHY,
THOKCAHTEHY ¥ OyTHpodeHOHN), Me(hIIOKBYH, OVIPOIIMOH ¥ TPaMazol).

Jlumuti, mpunmodgan




Vima cpo0IneHus 3a yeuisase Ha edekta npu exnospeMenna ynorpeda Ha CUOTIC u nmurruii unu
TpuntTodan, nopanu koeto ycnopeanoro n3monssane Ha CHUOIIC u te3u nekapeTBeHr TPOAYKTH
TpsI0Ba J1a ce upeAnpueMa ¢ IOBUITEHO BHUMaHHKE,

Konm raumapuon

EnpospemenHata ynotpeda Ha CHOIIC u OunKoBU IPOAYKTH, ChABPKAINY XKHIT KAHTAPHOH
(Hypericum perforatum) MOXe Ja IpeXU3BHKA I10-BHCOKA YECTOTa HA HEXEIaHN peakiun (Bx.
TOUKa 4.4).

Xemopazuu

Hpu xomOuHUpaHE Ha eCHUTAIONPAM ¢ TIEpOpalHu AHTUKOATYIIaHTH MOXKE Jia HacTHIIN IIPOMSIHA
B AHTUKOATYIIAHTHHS €¢(ekT. lIpu nanuenTuTe, IOXyYaBallyd aeTHKOAryJIaHTHO JIeueHne, Tps0Ba
BHEMATENHO Ja ¢€ MOHHTOPHpA KOAryJIaIOHHH CTATYC IIPH 3aI0YBaHe MU cnUpaHe Ha
ecouTanonpaM (Bx. Touka 4.4).

Anxoxon

He ce ouaksaT dhapMakogUHAMWYIHE UK (apMaKOKHHECTHYHE B3aHMOICHCTBUL MEKTY
eCHUTAIONpaM H ankoxoil. KakTo Ipy gApyr# NCUXOTPOITHY JIEKAPCTBEHN IPOAYKTH obade,
xOMOHHAIMATA C aIKOXO0J HE € IPENophYHTEIHA.

DapMaKOKHHETHIHM B3aNMOJXEHCTBH

llopnusipane Ha (hapMaKOKUHETHKATA Ha €CIUTANONpaM OT APYIY JIEKAPCTBECHY IPOIAYKTH
MeTa0omm3MET Ha ecuuTanonpam ce meauupa ocHoBHO oT CYP2C19. CYP3A4 u CYP2D6
MOTaT CHINO 2 UMaT OTHOIICHHE KBM METabONN3Ma Ha eCIMTAIIONpaM, HO B TI0-MaiIKa CTEIICH.
MerabonusmsT Ha ocHOBHEA MeTabomuTt S-DCT (meMeTwnupan eCHATAIOINPaM) H3TASKIA
gaCTUIHO ce Karanuszupa oT CYP2D6.

EanoBpeMEHHOTO HPUIIOKEHHE Ha ecLpTalionpaM ¢ oMenpason 30 mg eFHOKpaTHO MHEBHO
(mexubutop Ha CYP2C19) momexna no ymepeHo (npubnusurenno 30%) yBelnueHue HA
IEa3MEHUTE KOHNSHTPAUH HA €CLUTANONpaM.

Ens0oBpeMEHHOTO MPUIIOKEHHUE HA ecnyTalionpaM ¢se cumerunud 400 mg ABa IBTH JHEBHO
(ymMepeno MOImiCH o0NT eH3UMEH MHXUOHTOp) moBexAa Ko ymepeHo (ipubnusurenno 70%)
yBEJIMUCHUES HA IIA3MEHUTE KOHLUEHTPaui Ha SCIUTaNIONPay.,

CriefoBaTeilHO, W3HCKBa C€ MOBUINCHO BHIMaHHE NpH efHOoBpemerHa ynotpeba ¢ CYP2C19
UHXUONTOpY (HallpHEMep OMENPa3o, e30Menpa3on, (PIryBOKCaMHH, JIAH30PA30JI, TUKJIONUIIH)
AIH CHMETHIUH. B13 0CHOBa H2 MOBUTOPUPAHETO HA CTPAaHUYHHUTE €QEKTH IIPU €HOBPEMEHHO
JIeUeHHE MOXE Jla ce HAIOKU HaMalieHue Ha J03aTa CCIUTAIONpaM,

Edexr Ha eclriyTanonpaM BEPXY QapMaKOKHHETUKATA Ha IPYIH JEKAPCTBEHH IIPOXYKTH
EcnutanonpaM e nuxuoutop Ha eHsuma CYP2D6. IIpenopryBa ce IIOBUMIEHO BHUMAHKE IPH
SOHOBPEMEHHOTO H3IOJ3BaHE Ha ECLUTATIONPAM C APYTH JIEKapCTBEHH IIPOAYKTH, KOUTO Ce
MeTabonu3upaT OT TO3H €H3HM K UMAT TeCEH TePalleBTHICH HHACKC, Hatp. (PIekanHu,
nponabheHOH ¥ METONPOION (KOTaTo ce& M3MON3YBAT IIPH ChpAcUHA HEOOCTATEYHOCT), MIIH HAKOH
Bb3eticTBay Ha I{HC nexapcTBeHM IpOIyKTH, MeTaboNu3Hpanty ce r1aBHo upe3 CYP2D6,
Halip. aHTUACIIPECAHTH Kat0 JECUIpaMuH, KIIOMUIIPaMIH 1 HﬂpIpHnTHnm; H:TIH MMWW
KATO PHCICPUAOH, THOPUHAA3HH U XaIonepuaoil. Mojke Fa ce HaNoXu I{OPE:KLIHH Hd ,uﬁsaa;a *1\
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EnHOBpEMEHHOTO NPUIIOKEHKE C AE3UNIPAMUH HIIH METOIIPONIO BOSU U B OBATa CIydas X0
IBYKPaTHO YBEJIHYABaHE Ha IIA3MEHUTE KopeHTpanuy Ha Te3u qea CYP2D6 cybcTpara.
In vitro npoyugaHus CHII0 TAKA IIOKA3BAT, Y€ ECHUTAIONPAM MOXKe Jia Ipeau3BuKa cnado
uaxubupane pa CYP2C19, IIpenopryBa ce HOBUNICHO BHUMaHHE IPH €JHOBPEMEHHOTO
IPUNOXKCHHIE Ha JIEKapCTBEHH MPOAYKTIH, KOuTO ce meTtabomusupar ot CYP2(C19.

46  DbpeMeHHOCT ¥ KbpMeHe

bpeMEHHOCT
CpIiecTBYBAT HEOCTATHUHO HAHHM 32 IIPHIAraHeTo Ha eCHUTANIOHPaM IIpH OpeMeHHH KEBU.

IIpy npoy4uBanus 3a peHPOAYKTHBHA TOKCUYHOCT V INTEXOBE, MMPOBEACHU C €CIIUTaNoIpam, ca
Habmonasaly eMOpHO-PeTo-TOKCHYHH e()eKTH, HO HE M NIOBHIIICHA YeCTOTa Ha Mandopmanun
(BX. Touka 5.3).

Cipralex He Tpa6Ba J1a c€ H310N3Ba IO BpeMe Ha OpEMEHHOCT, OCBEH aKo € adCOMOTHO
HEODXOOMO ¥ caMo Clie BHUMAaTENHA IPeNEeHKa 338 CHhOTHOMEHHETO PUCK/TION3A,

Hosoponeuute TpsaOBa na 6bmaT HAOMIOMaBaHy, ako Maiikara e npuemaila Cipralex mpes
KHCHUTE €Tary Ha OpeMEHHOCTTa, 0COOEHO Ipes TpeTHs TPUMECTHD. BHE3aIHOTO IIpeKBCRBaHe Ha
npueMa TpaOBa na ce u30grea no BpeMe Ha OpeMesHOCT.

CIenHuTe CHMITOME OHXa MOTTIH Aa ¢€ HaOmoaasaT IpH HOBOPOACHH, YHHUTO MAHKH ca
npuemam CHOIIC/CHPU B xpcHUTE eTammi Ha OpeMeHHOCTTA: pECTIMPaTOPEH JUCTpeC
CUHAPOM, IIHAHO033a, allHed, IEPYOBE, TEMIIEpaTypHa HECTaOUIHOCT, TPYAHOCTH IIPH XpaHeHe,
HOBPhRINAHE, XUIONIHKCMUS, XUISPTOHNS, XHIOTOHUS, XUNepdIeKCcHs, TpeMOp, HepBHOCT,
pPa3pa3sHUTEIHOCT, ISTaprus, MOCTOSHEH I11aY, COMHOJICHTHOCT, 3aTPYAHEHO 3acIiBaHe. 1 e3u
CHMIITOMH OHXa MOTJIH JIa ce FhIDKAT Ha CEPOTOHUHEPTHIHH e(heKTH HIU CUMITOMH Ha
oTHeMaHe. B 00MmMUEECTBOTO OT CilydadTe YCIOKHESHUATA 3a109BaT BeAHAra mil ckopo (<24
yaca) ciieR paKaaHeTo.

KepMeHe
O4axga ce eCIHTAIonpaM Ja ¢e €KCKPETHpa B XKEHCKOTO MILIKO,
CiieoBaTenHo, He ce NpelopbyBa KbPMEHE IO BpeMe Ha ICUCHUETO.

4.7 EdekTn BLpXy criocodHOCTTA 32 mIoupane u padora ¢ MaAINHHY

BBIpexky ye ecupTaionpam € IoKasay, ue He YBPEeXAa UHTENeKTa HIH IICHXOMOTOPHKATa, BCEKA
NCHXOAKTHBEH JICKAPCTBEH HPOAYKT MOXKe Aa 3acerHe IIpeleHKaTa uill yMenuaTa. Jlanuentute
TpsOBa Jla ce HaOMmoNaBaT BHUMATENHO 32 IOTSHIHAIEH PUCK OT HOBNIUABAHE Ha CIIOCODHOCTTA
3a Io@upase ¥ padboTa ¢ MallluHH.

4.8 Hexenann JekapCcTBeHH peaKknuu

Hexxenanure JiekapCTBEHU peakliy €A Hali-4eCcTH Ipe3 IIbPBaTa WM BTOpaTa CEAMHIA OT
JIEICHHEECTO 1 OOHKHOBEHO HaMaiBaT 0 MHTEH3UTET ¥ YeCToTa UPH HNPOALIDKHATENHO JICYCHHE.

Hexenanute nexkapcTBeHM peakiiny, u3sectHH 3a CUOIIC u ¢chmio Taka JOKIaNBaHH 34
€CITUTAJIONpAM OT INIaie00-KOHTPOIMpany KIHHHYHHA IPOYYBaHHs MU KaTo GII@I—ITEIHHH_JIOGT-—
MapPKETHHIOBH CHOUTHSA ca u30pOSHH MO-10JIy TI0 CHCTEMa OpraH Kiac u geeTC gm*‘a L

HecToTHTe Ca B3STH OT KIHHIYHN IPOYIBAHHUS; TS He ¢a INAneO0-KOPHYHPaty, ), -7 1%;




Hecrotute ca aedhHHEpaHn XaTo: MHOTO uecTH (=1/10), vectu (=1/100 no <1/10), Hewectn (=1/1

000 mo <1/100), peoxu (=1/10 000 mo <1/1 000), Muoro pegxu (<£1/10 000), wm ¢ Hen3BeCTHA
yecToT2 (OT HAMMUHUTE JAHHY HE MOXE J1a 051 HallpaBeda ONeHKA).

Muoro YectH Heuectn Penxu C Hen3BecTHA
YyecTd JECTOTA
HscnenpaHus YBenu4eHo Hamaineno terno AfHOpMHH
TETHO CTOHHOCTH OT
byHKIIMOHATHO
M3CIeNBaAHE HA
9e€pHUL Apod
Crepreunu Taxuxkapaus bpanukapaua
HapyNICHHs
Hapymienns Ha ‘ThoMOOLMTOIIe HIA
KpBBTa H IimbHaTa
CHCTEMA
Hapyiienus va HHcoMHERA, BxycoBk CepoToHRHOB JucKkpRes s,
HEpBHATA CHCTEMA COMHOJIEHTHOCT, | HapylUueHus, CHHAPOM BBUTaTENHO
3aMAasiHOCT, pa3CcTPOUCTBO Ha pascTpoicTBO,
rlapecTes3us, ChHS, CHHKOII KOHBYJICHU
TpEMOp
Hapymenus na ounre Munpuasa,
BU3YAIIBH
HapyHeHys
Hapynienms Ha yX0TO Turutyc
1 JIaOHpUHTA
Pecniyipatopuy, Cuny3sur, Emncrakcuc
ITPBOBH U [IpO3ABaHE
MeIuacCTHHATHI
HapylIeHus
CTOMAaImHO-YpERHN I'apene | Huapms, 3anek, | CTtoMamuo-
HapyIIeHUs [IOBpPBINAHE, UYPEBHH
CYyXO0Ta B ycTata | Xxemoparuu
(BKIIOYHTEITHO
peKTalHa
XeMoparus)
Hapynienus sa PereHnus Ha
OLOpenuTe 1 YpHHaTa
MHKOYHATE IThTHIHA
Hapynienua ga VYBeIHIeHo VpTukapus, Exxumoza,
KOoXKaTa U IIOTCHE anomnenus, AHTHOEHEMH
HOJAKOXKHATa ThKaH 00p¥B, NPYPHUTYC
Hapymenus Ha ApTtpanrus,
MY CKYJIHO-CK€eJIeTHATA MUaATHs
CHCTEMA U
CBEAHMHUTEIHATA
THKAH
Hapymenus na HeanexsaTHa
eHIOKpPHMHHATA CeKpelus Ha
CHCTEMA AHTHY PETHIHIL
XOPMOH
Hapymenus Ha Hamanes XUroHATpHEM A
MeTabonuaMa u ameTHT,
XpaHeHeTo YBEMICH
AMCeTUT

CsI0BU HapyICHUA




O0mu HapymeHus u YmMopa, Enem
edeKTd Ha MACTOTO Ha NHpeKcHs
NPWIOKEHHE
Hapymenus Ha AnadunaxTugHa
WMYHHATA CHCTEMA _peaxupst
XenaTo-OMIHapHU XenaTur
Hapy IEHE
Hapynmienus Ha Mpxe; XKenn: ["anaxropes
BB3NPOU3BOANTEIIHATA eAKYNalMOHHH | MeTpoparus,
CHCTEMA M IbpJaTa HapyILIEHH, MeHoparus Mmxe: pHanmu3bsM
UMHOTEHTHOCT
TlcxuaHu TpeBOXHOCT, BpykcusbM, Arpecus, Mamnusg, cynnugHa
HapylIeHWs Oe3noKoicTBO, | @XUTHPAHOCT, IenepcoHamu3anysg, | uueauus,
abHOpMHO HEPBHOCT, X aJIFOITHATIHEY CYHLIHIHO
CHHYBaHE NAaHUYECKY nopefeHue"
X eHd M MBKe: | IPUCTHII,
HaMaJICHO 0OBPKAHOCT
by 4 (650 (8
SKEHU:
AHOprasmusi

" Vva cHOOIMIEHY CIy9ay HA CYMITHEHA MIeanis ¥ CYHIHIHO HOBEACHHUE II0 BpeMe Ha JIeUeHHe ¢
eCIIUTAIOIIPaM M CKOpO CIEH CIIHpAHE Ha JIeUeHueTO (BHX Touka 4.4).

CileHUATE HEXEIaHH JICKAapCTBEHH PEaKNUM ca JIOKIafBaHy 3a TepaneBTuydHus xinac Ha CHUOIIC:
IICHXOMOTOPHO 0e3oKoHCTBO/aKaTu3ms (BXK, TOUKa 4.4) A aHOpPEKCHA.

Cioygau wa yobmpkapane Ha QT-uHTepBana ca AOKNANBAHA B HMOCT-MApPKETHHIOBHSA IIEPHO,
OCHOBHO IIpM IIAUEHTH ¢ NPESABAPUTEIHO CHINECTBYBaM ChHpAc4YHM 3a0oisisanug. He e
YCTaHOBEHA HPHYUHHO-CIEACTBCHA BPE3KA.

CuMIToMy Ha QTHEMAHE NP CIIMPaHe Ha JSISHUETO

ITpexncpanero na CHUOIIC/CHPH (oco6eno, xoraTo 1o € pa3ko) o0uyaiino BOAU IO CUMIITOMU
Ha OTHEMaHe. 3aMastHOCT, CEH30PHU HapyIieH s (BIUIFOYUTENIHO IIapECTE3Us U YCEIaHe 3a
SJICKTPHIECCKH LI0K), HapyYIIICHNI HA ChHA (BKIIOYUTEIHO MHCOMHUS UK HHTEH3HBHO
ChHYBaHE), AXXUTHPAHOCT UIH Oe3MOKOHCTRO, MajicHe WHIH IOBphIiaHe, TPEeMOp, 00BPKaHOCT,
1IOTeHe, I1aBoboue, Nuapys, anuTaluy, EMOLMOHANHA HECTAOUAHOCT, Pa3ipasHUTETHOCT K
BU3YAIHH Pa3CTPOMCIBa ca Hall-ueCTo MoKnaaBanuTe peakuun, Hai-o01mo Tesn cpOuTus ca JIeKy
10 YMEPECHH M CaMO03aTHXBAIH, HO IPH HIKOM ITallHEHTH T¢ Orxa MOTJIH Ja ObJaT TEKKH W/ HIN
npoAsDKuTeIHY. [Iopaay ToBa ce IpenopbhyiBa, KOraTo ByXAaTa OT JICHEHUE ¢ eCHUTaIoOnpaM

OTHaAHEe, Ja CC H3BBPINH HOCTEIICHHO CIIHpaHe Upe3 HaMalsBaHe Ha Jo3aTa (Bx. Touka 4.2 u
4.4),

4.9  llpemo3upane

ToKCHYHOCT
KnuauadanuTe JagHy 32 NPeIo3upaHe Ha eCITUTanonpaM ca OrpaHideHy U B MHOTO ClIlyJuau
BKJIIOYBAT €AHOBPEMEHHO IIPEA0O3UpaHe ¢ APYTH JeKapcTBa. B O0MmMHECTBOTO OT CIy4ante ca
NOKNAABAHH JEKHY CUMIITOME MM JUIICa Ha CUMITTOMH. (DaTalHy CIydaHd Ha IpPeo3upase ¢
ECOITANIONPaM ¢ca OHmy pANKO KOKIANBaLL, B CIydJay Ha HIPENO3HpaHe caMo C CCIUTANOIpaM;
GOJIMIMHCTBOTO OT CIIyYaWTe BKIIIOYBAT €AHOBPEMEHHO MPENO3UPaHE C ﬂpyw@ﬁpm\
uponykTa. Jo3zu mexpy 400 u 800 mg ecnuranonpaM, npueTH Oe3 Apyru /Hégapctma, ~ﬁ%?‘9§%.
JIOBEIH JO TEXKH CHMIITOMH. é“* < "z

T d
Il"'? r..'_dr IH h f _L- -

2 il y . |‘|..l"|.-.‘I
m '_"' o . Yo . - . '::1
A -~
e y L e, U
“l‘;'. “'r ‘I:h_l_‘ q&;%r}%’:‘ﬁ:ﬂ " .:i
i
-
h | * rJ ]
bl
4 -.:., ot s A o
S e .. ,;.,'-.ff* 11
' L
. ﬂ\rﬁ ﬂffl.‘k t:j*u' o




CumMnToMu

CuMoToMuTe IpH JOKIaABaHNTE CIIyday Ha Ipelo3rupade ¢ eCHuTAIONpaM BKIIIOYBAT IJIaBHO
CHMIITOMH, CBBP3aHU ¢ HEHTpaiHaTa HepBHa CUCTEMa (0T 3aMAasiHOCT, TPEMOP U AKUTHPAHOCT J[O
PEIKY CIIy9aH Ha CEpOTOHMHOB CUHIPOM, KOHBYJICHH H KOMa), CTOMaUIHO-JPEBHUS TPaKT
(ramene, HOBPBINAHE), CHPACUYHO-CHA0OBATA CHCTEMA (XUMOTCH3MS, TaXUKapaus, VI KaBaHe Ha
QT unTepBaNa ¥ ApUTMHA) U HAPYIIIABaHE ENECKTPOIUTHO-CONEBHA Oananc (XUIIOKATHEeMUs,
XUTIOHATPHEMUA ).

JleueHue

Hsma crienududer anTuxoT. HeoOx01uMo € 1a ¢€ BH3CTaHOBAT ¥ NOAALPKAT JHXATCITHUTE
IHTHINA, JIa C€ OCUTI'YPH aJCKBATHO KUCIOPORHO cHabAgBaHe ¥ pecruparopra Gyukiys. Jla ce
IIpEIiCHU HEOOX0IUMOCTTA OT U3IIOJI3BAHE Ha AKTUBECH BRIJICH ¥ CTOMAINHA npoMuBka. Crex
IIepopaicH npreM TpA0Ba Aa ce HalpaBH cToMalllHa HIpOMUBKA IPH HbpPBa BB3MOKHOCT.
[IpenopbuBa ce 1 MOHUTOPHpPAHE Ha CHPICUHUTE U XKUIHESHHUTE MTOKA3aTeNH YCIIOPEIHO C
O01MUTE CHMITOMATHYHY IO BPIKAIIY MECPKA,

5. DGAPMAKOJIOIHYHHI CBOMCTBA

5.1 ®apmakoIUHAMUYHH CBOHCTBA

®apMakoTepaneBTHYHA IPYyIa: aHTHAEIIpECaHTH, CEJICKTUBHN UHEXUOUTOPH HA 00OpaTHOTO

II0EMAaHe Ha CePOTOHUHA
ATC-xom: N 06 AB 10

Mexagu3sM Ha AECHCTBUE

EcmgranomnpaM e celleKTUBSH HHXAOHTOp Ha 00paTHOTO noemaHne Ha ceporonuHa (3-XT) ¢
BHCOK a()MHATET KBM IBPBUYHOTO MACTO 3a cBBp3BaHe. C 1000 nbTH 110-HUCHK aQUHUTET TOH
CHIIO CE CBBP3Ba C ANOCTEPHIHOTO MCTO 33 CBBP3BaHE Ha CEPOTOHHHOBUS TPABCIIOPTED..
EcnuranonpaM HsMa HIIH IpuTEXaBa ci1ab apuHUTET CHpsMO peaula PeHEITOPH BKIIOUMTENHO
5-XTia, 5-XT5, HA 1 u HA > penentop, o -, 0z - ¥ -aIpeHOpenienTopute, XUCTAMAHOBUTE
H, penienropu, MyCKapAHOBUTE XOIIMHEPTH4IHY, OSH30ABA3CNIMHOBUTE H ONUOHIHHUTE
PEILEITODM.

MuaxubupaneTo Ha 00paTHOTO HoeMane Ha 5-XT € elMHCTBCHUST MEeXasu3bsM Ha JEUCTBIE,
obsacHsaBan hapMaKOoIOTHYHUTE U KIIMHHIHEN €(PEeKTH Ha ecliUTalopaM.

Kyimanusaa eheXKTHBHOCT

TI'onam Oenpecugen enuzo0

VYeTaHOoBEHO €, e ecruTanonpam € ¢heKTHUBSH PU JISYCHHE Ha FOJISIM JIEIIPECHBEH €30/ B
ocTpara (asza B TPH OT YSTHPH JBOWHO-CIENH, IINANe00-KOHTPOJIMPAaHH KpaTkocpodHy (8-
ceMUYHN) npoyuBanus. B IbArocpoyHo npoyduBase 3a npeoTBpataBale Ha penuaus 274
IIAITUEHTH, KO¥TO Ca OTTOBOPHIIM HA JISUSHHETO IO BpeMe Ha HavyanHara 8-ceaMuyHa (hasa Ha
JIEYEHHE B YCIOBHMATA Ha OTBOPEH OIHT ¢ ecruTanonpaM 10 wm 20 mg/nen, ca coydaitsao
noAOpaHy A4 IPOABIDKAT TepaliiaTa ChC CHINATa J03a eChpraaonpaM UIH ¢ Tanedo 3a Ieprok
1o 36 cemvuny. B TOBa IpOYYBaHe IPU NalieHTUTe, IPOABLILKUIM A2 II0IyYaBaT
ECI{HTANIOpaM, Ce YCTAHOBABA 3HAUHMO TIO-ABJIBI MHTEPBAJ OT BPEMES HPEAN HaglhIIBaHE HA

futdGo”
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Coyuanro mpesodicHo pascmpotcmeo

EciiuranonpaM € nokasan e(peKTHBHOCT KaKTo IIpH TpU KpaTkocpounu (12-ceqmurynm)
IpPOYYBAHMS, TaKa ¥ NPHU 6-MeceyHo IIpoyUBake 3a IPeNoTBPaTABaHe Ha PEIIUUB IPH NAIlHEeHTH
CHC COLHATTHO TPEBOXHO Pa3CTPOMCTBO. Y CTaHOBEHA € edexTuBHOCTTA Ha 3, 10 1 20 mg
ECHHTANIONpaM IIpH 24-ceAMUYIHO IIPOYUBaHe 3a OIpEeAesiHe Ha 03aTa.

[ enepanusupano mpeeosiCHo pascmpoicmeo
EcuuranomnpaM B no3u 10 1 20 mg/nek € eeKTHBEH B YeTHPH OT YeTHPH iIaneoo-

KOHTPOJUPAHY IPOYYB2HUS.

B 00obmiesHuTe JaHHU OT TPH NPpOYyUYBaHUA ChC CXOACH AHU3aiiH, BKIrouBald 421 manucHTa,
IIpHEMaNH ecuuTainonpaM 1 419 nanuenta, npuremai Iancedo, Ha Tepanusata ca OTTOBOPUIH
cbOTBETHO 47.5% 1 28.9%, a 37.1% 1 20.8% cr0TBETHO ca JOCTUTHATH peMucHd. [locTosHen
edeKT ¢ Oui1 HabmogaBad oT ceaMuIa 1.

Ionnepxkare Ha ePexTHBHOCTTA Ha ecruranonpaM 20 mg/neH e nemoHcTpupana B 24- 5o 76-
CEOMUYHO PAHJOMHU3IUPAHO IPOYYBaHE 34 HOOAbPKade Ha cICKTHBHOCTTA IpH 373 naifaeuTa,
KOHUTO ca OTTOBOPUNIN Ha TEpanuiTa IIpe3 IEPBOHAYAIHOTO 12-CEIMUYIHO JICYEHNE TIpU
OTBOPEHO HPOYUBaHE.

QObcecugHO-KOMNYACUBHO pascmpoticmeo

IIpu pargoMusupano, ABOHHO-CIANC KIXHIHYHO poyiBare 20 mg/neH ecruTanonpaM € noka3aj
pasnuka ¢ mianebo o Y-BOCS obm ckop cnen 12 cenmunu. Cnen 24 cenvunu xakto 10, Taka
1 20 mg/nen ecuuranonpaM IeMOHCTPHPAT HPEARMCTBO B CpaBHEHMNE ¢ Iuaneso.

IlpenotBparsasanero Ha penaric e Ouio neMourcTpupano 3a 10 u 20 mg/ren ecuuraionpam npu
HalueHTH, KOUTO ca pearupalil Ha ecuyranonpaM npes 16-ceIMuYHO OTKPHTO HpOoydBaHe |
KOUTO Ca IPOABIDKUIN YYaCTHETO CH B 24-CeAMUYHO PAHAOMU3HUPAHO, ZBOMHO CIIAIIO, ITauedo
KOHTPOJIMPAHO IIPOYIBAHE,

5.2 DapMaAKOKHHECTHYHH CBOUCTBA

Abcopbuus

AOcopOnmaTa € IOUTH II'BJIBA U He 3aBUCH OT IIpHeMa Ha XpaHa (CpeHO BpEMETO A0 JOCTUraHE
Ha MaKCHMaJTHH KOHITeHTpauuH (Cpean0 Tay ) € 4 waca ciey MHOTOKPATHO TIPHIIOKEHUE).
KaKTo npy palleMUYHEAS IUTANOHpaM, abcONoTHATa OMOHATTHYHOCT Ha €CIATAIIONPaM C€ OYaKsa
na e oxomno 80%.

PaznpenesieHue

ObemsT Ha pasnpenenenue (Vqp/F) cien nepopanno npunoxenue € oxono 12 mo 26 L/kg.
CBBpP3BaHeTo ¢ IUIasMeHnTe MpoTeHHy e oy 80% 3a ecriTanonpaM H HErOBUTe METaOOIHTH.

buorpanchopmanis
EcauranonpamM ce MeTtabonu3mpa B YepHUA gpo0 J0 AEMETHIHPAHA U NU-IEMETHIINPaHA
meradbomuTh. VI nBata meTabommTa ca papMakonorndso akTusHE. OCBeH TOBA a30THT MOXKE 1A
ce OKHMCIM 40 MeTabouTa a30TeH OKMC. M 0CHOBHOTO ChefuHEeHNE, ¥ METaOOUMTHTE Ce
eKCKpeTHpar YacTH4HO 1ok (hopMara Ha IHOKOpOHHIU. (el MHOroKpa 0}/"’:’;@& |
KOHIEHTPAUMH Ha JeMEeTHIHpaHiie U JU-IeMeTHINPAHY MeTab0IUTY ¢ KHO

<5%, CHOTBETHO OT KOHIEHTpAIHATa Ha eciiuTanonpaM. buorpanchop




eCHUTANOIIPaM OO0 JeMETHINpanus MeTa0oauT ce Menuupa npegumuo ot CYP2C19. M3Becten
npuHOoC Morart ga uMmaT 1 CYP3A4 u CYP2D6.

EnuMuBnpase

EnuMUHAIIOHHAAT HOJYKUBOT (t1/2,8) CIIET MEOIOKPaTHO IO3UpaHe € 0kono 30 waca u
nepopansuaT iasMer KIUPBHC (Cl o) e oxono 0.6 L/min. Ocuopuure MeTabOHMTH BMAT
3HaYUTENIHO IO-NBIGT IONYXUBOT. Cunra ce, Ue eCIuTAIONDaM K OCHOBHHTE MeTaDOUTH Ce
eIMUHBUPAT KaKTo IIpe3 Jepuys Apod Taka u ype3 OB0penuTe, KaTo OCHOBHATA JaCT OT JA034Ta
ce oTaens noA ¢hopMata Ha MeTa00IUTH ¢ YPUHATA.

dapMaKoOKHHETHKATA € THHeapHa. CTanpoHapHy INIa3MEHHM H¥BA ¢ JOCTHIaT 3a OKOJIO 1
cemmuna. Cpejrure CTalMOHAPHU IiasMerny KoHneHTpauuy ot 50 nmol/L (cpexso ot 20 mo 125
nmol/L) ce nocrurar npu nEeBHA 1034 ot 10 mg.

TTalmeHTH B cTapyecka Bh3pact (65 roausn)

EcriaranonpamM #ariexia ce enMMUHTpa Mo-0aBHO IIPH NAlNenTH B HallpeAHAala Bp3pacT B
cpaBHEHUE ¢ MIagn uaaasuau. Cucremuara excrosunus (AUC) e ¢ oxoio 50% mo-BHCOKO UpH
BB3PACTHY B CPaBHEHIE CBC 31paBy MiIaau Kobpoponnu (. Touxa 4.2).

HanmaneHa 9epHonpobHa M yHKITHS

ITpu maifeHTH ¢ jIeka 10 yMepeHa yeproapobHa Hepocrarhbunoct (Child-Pugh xnacudukamnus,
rpyai A B B), BOny-XuBOTHT Ha ecLUTAIONpaM € Ol IpubIm3uTelIHO OBa ITFTH I10-IbI5T, &
eKCIO3HIEATA C 0K0JI0 60% mo-BHCOKA, OTKOJIKOTO IPH CYOEeKTH ¢ HOpMallHa uepHoApoOHa
dyaknusa (Bx. Touxa 4.2).

Hamanena 050pedna b yHKITHS

Ilpu paneMu<HAs IETATIONpaM ¢ HaOIIoAaBaT II0-ABJIBT OIY-JKABOT H MUHHUMAIHO
YBEeNHAIeHHE Ha €KCIIO3UIINATA IPH NaLUeHTH ¢ Hamanena 6p6peura pynxous. (CLcer 10-53
ml/min). TInasmeHpTe KOHNEHTPAUY Ha MeTAOONUTHATE HE Ca IIPOYIBaHM, HO MOraT Ja Op1ar

riopumeny (Bxx. Touka 4.2).

[MonuMophu3LM
VYcranoBeHO e, ge cirabu merabonusatopu no otHomenue Ha CYP2C19 umar gBa nbTH 110-

BHCOKH INIA3MECHH KOHUEHTPAIlUH Ha €CHUTANONpaM OTKONKOTO MOmEHUTe MeTabonusarops. He
e HabmoIaRana 3Ha9MMa HPOMAHE B SKCIIO3UHUATE TIpU ¢Nadu MeTaboNu3aTOpH 1O OTHOIIEHHE

Ha CYP2D6 (Bxk. Toaxa 4.2).

5.3 Ipeaxkaumpuaaya JaHHM 32 0e301acHOCT

He ¢ npoBexmana IsUI0CTHa KOHBEHIIMOHATHA cXeMa 0T UPEeNIIHHUIHA TPOYIBAHNS C
ECIIUTANOIIPaM, Thi KaTo 00CHAUHABAINNTE TOKCHKOKHHETAYHY M TOKCHKOJIOTAYHU IPOYUYBAHHA C
eCIHTANOIPaM U IMHATaNoNpaM, IIPOBCACHH IIPH TIIHX0BE Ca II0Ka3anu cXoAeH npodusn. ETo 3amo
nsuiaTa HHGOpMaus 3a IIUTAIoNpaM Moxke Ja Opfie eKCTpalioaupana KbM eCITUTAIONPAM.

Ilpu cpaBHUTENHN TOKCUKONOTHYHY IIPOYYBAHUS C INIBXOBE, ECIIUTAIONPAM ¥ ITHTANOIpaM ca
HIpeqU3BUKANN KapAHOTOKCHYHOCT, BKIFOUUTEIHO 3aCTOHHA ChpaedHa HeAOCTATHYHOCT, ClIe]
POBEACHO JIEYEHHE B IPOABIDKEHHE Ha HAKOIKO CEAMHIA KaTO €2 H3NONBaHH JO3HPQBKH,
KOUTO MPEIN3BUKBAT K 00IIa TOKCUYHOCT. V3rnexia ue KapauoTOKCH Q:'L‘a K penu}%\
IIMKOBHTE [IIa3MEHH KOHIEHTPALKHA OTKOIKOTO ChC CHCTEMHO H3JIaran (ﬁp(f) ]
IUTa3MEHN KOHISHTpallil Ha HUBO 0€3 eEKT ca HaIXBBHPILIU (3 Ik ) Tegn g:[oc'mma'] Sl




KIMHAYHA yioTpeba, noxaro AUC z3a ecrtanonpamM e Omiia camo 3 10 4 I'bTH II0-BHCOKA OT
H3JIaraHeTo, JOCTHIHATO IPH KIHHUYHO H3non3Bage. 3a mutanonpaMm AUC-croiiHOCTHTE 32 S-
eHauTHOMeEpa ca O 6 1o 7 nbTH N0-BUCOKHM OT U3JIaraHeTo, JOCTUTHATO HPH KITMHHYHO
y3non3BaHe. Haxoaxure ca pafi-BepOsITHO CBBP3aHH C IPEKANCHO BIMAHNE BHPXY OHOTEHHHTE
aMUHY, T.€. BTOPUYHO HA NIHPBUYHUTE (apMaKoJOrHIHE ePEKTH, X0eTo 00ycnags
XeMomuHaMugHH €PeKTH (peayHpaHe Ha KOPOHAPHUS KPHBOTOK) U HCXeMUsA. TOUHHAT
MEXaHU3HM Ha KapAUOTOKCHIHOCT IIPU IIIHX0BE 00ade He e sceH. KIIMHAIHUAT onuT ¢
UTAIOIpaM M ONHUTHT OT KIMHWYHY IIPOYUBAHHMS C ECIIUTAIIONPAM HE II0Ka3Ba, Y€ Te3U HaXOIKA
pMatT HAKaKBa KIAHWYHA Bpb3Ka.

IIpu npoBexaane Ha JIeYeHie 3a HO-ABJIrH HEPHOIK C €CLUATANOIIpaM ¥ NUTAIOIpaM ¢
HaOnroAaraHo MOBUINEHO CHABPXKANUE Ha (hochomuIuay B HAKOU THKAHK KaTo 01 Ipo0,
enuAuIuM B YepeH Apo0 Ha nnbxoBe. HaxonxuTe 3a enmuauauM B 9epeH apod ca HaboKaBaHy
IIpY U3JIaraHe CXOXHO C TOBa y YOBeK. EdeKkTsT € o0paruM ciiel mpexparsaBane Ha JICYSHUETO.
IIpu >xuBoTHU € HabMOAaBano HaTpynsane Ha dochomumumy (pochonumunosa) mpu
yrrorpebara na peauna Katuonay aMOuGuIan MeauKkaMeHTH. He € H3BeCTHO Jany TO3H
deHOMEH ce Habimoasa 1 IIpu Xopa.

B eROJIOITMOHHOTO IIPOYYBaHE 34 TOXCHYHOCT IIPH ILILX0OBE Ca HAMEpEeHY eMOpPUOTOKCUIHH
eexTH (HaMmaneHo TerIo Ha nnoxa 1 obparumo 3a26apsHe Ha OCHRKAIHITA) HPH U3Narase B
yenosud Ha AUC HaaXBBPIIMIIO H3Naranero, JOCTUIHATO IIpU KIHBUYHa ynoTpeba. He e
HaOMI0gaBaxa OBUIIEHA YeCTOTa Ha MaishopMauny. [Ipe- B mocTHaTanHo IpoyYBaHe e
IIOKA3aJI0 HaMalleHa HPeXHUBIEMOCT IPe3 IaKTALMOHHAS IIepHOo ] IIPU H3NaraHe B YCIOBUS HA
AUC paixsspIBiio H3larageTo, ZOCTUTHATO IPH KINHIYIHA YIIoTpeoa.

6. DOAPMANEBTHUYHU JAHHHU
6.1 ChnchbK H2 NOMOIMHUTE BEIECTBA

Crpuesuna Ha TadieTkara:
Mukpoxprcranga Heinynosa
CrnunueB IHOKCHI, KOJIONICH Oe3B0oNeH
Tank

HaTtpuesa xpockapamenosa
Marguesuer creapar

OOBHBKA:

XHAIPOMENO3a
Maxporon 400

Tutaanes muokcup (E 171).

6.2 HecbBMeECTHMOCTH
He e opriioxuMo.

6.3 Cpox na rogHoCT
3 TOAUHH.

6.4 Crnenpaany yCJI0BUA HA ChXPaHeHHE




To3u nexapcTBeH NPOAYKT HE U3HCKBA CICHUANHY YCIOBHA HA ChXPaHEHHE,
6.5 Jlannun 3a omaxkoBKAaTAa

bructepn: ITpospaunu; PVC/PE/PVAC/Anymunnesu OnucIepu B KapTOHEHA OnaKkoBKa; 14, 28,
56, 98 Tabnetxu — eguHUYHA 4034, 49x1, 56x1, 98x1, 100x1, 500x1 Tabnerk (5, 10, 15 u 20

mg)

brucrepu: berm; PVC/PE/PVAC/AnyMunneBr OnucTepH B KapTOHSHa OnakoBka; 14, 20, 28, 50,
100, 200 tabnerku (5, 10, 15 u 20 mg)

LIonunponulieHoBH onaxoBku 3a Tabiaerxy; 100 (5, 10, 15 u 20 mg), 200 (5 # 10 mg) TabneTku
He Bcu4dky BUAOBE ONAKOBKHA MOTraT Aa OpJaT IYCHATH B ITpomaxoa.
6.6 Cpennannm npeanasHy MepPKH IPH H3XBbPJsHE

HsaMa criepuanamn H3HCKBaHnu.

7. ITPRTEXATEJL HA PASPEHIEHUETO 3A YIIOTPEBA

Lundbeck Export A/S
Ottiliavej 9

DK-2500 Copenhagen-Valby
Hamms

8. HOMEP HA PE3PEIIEHUETO 3A YIIOTPEDBA

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. HATA HA HIbPBO PAZPEHIABAHE/IIOJHOBSIBAHE HA PASPEINEHHUETO
3A YIIOTPEBA

Hata sa ospBo pazpemiasare: 06.08.2007
JlaTa Ha mocienHo noxuoBgaBane: bescpouno paspeinesue 3a ynorpeda

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA

09/04/2008
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