MNPUJIOKEHHE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHMUSA TPOAYKT

Brintellix 5 mg dbuamupann TadIeTKu

Brintellix 10 mg ¢unmupanu tradbnerku
Brintellix 15 mg ¢unmupanu tabnerku
Brintellix 20 mg ¢bunMupanu TabneTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Brintellix 5 mg dbwimMupanu TabIeTKH
Besika punmupana tabneTka ChAbpika BOPTHOKCETHH XUAPOOPOMHU/I, EKBUBAIICHTEH HA 5 mg
BOPTHOKCETHH (Vortioxetine).

Brintellix 10 mg dbwimupanu TabIeTKH
Besika punmupana tabiaeTka ChIbpika BOPTHOKCETHH XUAPOOPOMII, eKBUBaNIeHTeH Ha 10 mg
BOPTHOKCETHH (Vortioxetine).

Brintellix 15 mg ¢dunmupanu tablaeTku
Beska dunmmupana TabiaeTka Chabpyka BOPTHOKCETHH XUAPOOPOMUII, €KBUBaJICHTEH Ha 15 mg
BOPTHOKCETHUH (vortioxetine).

Brintellix 20 mg ¢unmupanu Tabaerku
Bcesika puimupana tabietka ChIbpika BOPTHOKCETHH XHAPOOPOMHII, eKBUBaNeHTeH Ha 20 mg
BOPTHOKCETHH (Vortioxetine).

3a IBIHKS CHUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TOYKA 6.1.

3. JJEKAPCTBEHA ®OPMA
Ounmupana TabneTka (Tabnerka)
Brintellix 5 mg dbwimMupanu TabIeTKH

Po3zoBa ¢punmupana tadnerka ¢ popma Ha 6azxem (5 x 8.4 mm), rpaBupana c ,,TL” oT enHara cTpaHa u
»d” OT ApyTrara CTpaHa.

Brintellix 10 mg dbwimupanu TabIeTKH
JKbnra punmupana Tabnerka ¢ opma Ha 6ageM (5 x 8.4 mm), rpaBupana c ,,TL” oT eqHara cTpaHa u
,10” OT mpyrata cTpaHa.

Brintellix 15 mg dbwimupanu TabIeTKu
OpamxeBa Gunmupana Tabnerka ¢ popma Ha 6anem (5 x 8.4 mm), rpaBupana c ,,TL” ot eqnara
cTpaHa M ,,15” oT apyraTa cTpaHa.

Brintellix 20 mg dunmMupanu TabIeTKU
Uepsena ¢pmimupana Tabmerka ¢ hopma Ha 6agem (5 x 8.4 mm), rpaBupana ¢ ,,TL” ot eqHaTa crpana
u,,20” oT apyrara cTpaHa.




4. KJIMHUYHU JAHHU

4.1 TepaneBTUUHU MOKA3AHUA

Brintellix e nmoka3an 3a nedeHue Ha TOJIEMHU ACTIPECUBHH SITU30/IU NIPU Bh3PACTHHU.
4.2 Jo3upoBKka 1 HAYMH HA NPUJIOKEHHE

gOSH[)OBKa

Havanuara u npenopbuntenna ao3a Brintellixe 10 mgBopTHOKCETHH BEIHBK JHEBHO MPHU Bb3PACTHH
0o 65 roguHU.

B 3aBucuMocT ot WHAWBUAYAJIHHUA OTTOBOP HaA IMAIMCHTA, J03aTa MOXKE a CC YBCJINYU MAKCUMAJIHO
a0 20 mg BOPTUOKCCTUH BECAHDBK JHCBHO WJIK Aa CC HAMAJIM 10 MUHUMYM 5 mg BOPTUOKCECTUH

BEIHBX JHEBHO.

CHCI[ OBJIaAsABAHC HAa ACMIPCCUBHUTC CUMIITOMU € NPECTTOPBHUUTECIIHO JICUHCHUC B IMTPOABJIKCHUC HAa ITIOHE
6 MeEcCcla 3a 3aTBbPIKAABAHC HA aHTUACTIPECUBHHA OTTOBOD.

IIpekpaTsiBane Ha JICUEHUETO

Moske 1a ce 0OMECITH OCTETIEHHO HaMalsIBaHe Ha J103aTa, 3a Ja ce N30erHe Bb3HUKBaHE Ha
CHUMIITOMH Ha oTHeMaHe (BX. Touka 4.8). Jlanaute obade ca HEAOCTATHYHH, 32 JIa CE NaaT KOHKPETHU
MIPETIOPHKHU 3a CXeMaTa Ha IIOCTENICHHO HaMallsiBaHe Ha J03aTa NPy NalMeHTH, JeKyBanu ¢ Brintellix.

CrenuaiHy noIyJanun

Hayuenmu 6 cmapuecka 6v3pacm

Haii-nuckara edexTruBHa 103a OT 5 Mg BOPTUOKCETHH BEAHBK JIHEBHO BUHATH TPAOBaA Jja c€ U3I0JI3Ba
KaTo HavaJiHa J103a MpH MallueHTH > 65-roauirHa Bb3pacT. [IpenopruBa ce MOBHUILIEHO BHUMAaHHE MPH
JIeUeHUE Ha NAIMeHTH > 65-TOJUIIHA B3PACT C JO3H MO-BUCOKU 0T 10 mg BOPTHOKCETHH BETHBK
JHEBHO 32 KOSITO JAaHHUTE Ca OTPaHUYCHH (BXK. ToUKa 4.4).

Lumoxpom P450 unxubumopu

B 3aBUCHMOCT OT HHIUBUIYaIIHUSI OTTOBOP HA MAlMEHTa, MO-HUCKA 1032 BOPTHOKCETHH MOXE J1a Ce
“Ma TIPEIBHI, aKO KBM JICUCHHUETO ¢ BOPTHOKCETHH ce mo6aBu MoreH CYP2D6 naxubuTop (Hamp.
OYIIpOITMOH, XUHUANH, (IIyOKCETHH, TAPOKCETHH) (BXK. TOUKa 4.5)

Lumoxpom P450 unoyxmopu

B 3aBuCHMOCT OT MHIUBH/yaHUSI OTTOBOP Ha MAaIMEeHTa, KOPEKIHS Ha J]03aTa Ha BOPTHOKCETUH
MOXe Jia C€ UMa MPEIBU/, aKO KbM JICYCHUETO C BOPTHOKCETHH ce J00aBuHecTeIM(DUIEH IIUTOXPOM
P450 urnyxrop (Hanp. pudamnuiyg, kapdamasenuH, peHnTonH) (BXK. Touka 4.5).

Tleouampuuna nonyrayus

Brintellix He TpsOBa 1a ce U3MON3Ba MPU MTETUATPUYHU TAIIMESHTH (Ha BB3pacT 1o/ 18 ronuHu) ¢
TOJIIMO AenpecuBHO pascTpoiicTtBo (I'JIP), Thit kaTo erkacHOCTTA HE € ToKa3aHa (BXK. Touka 5.1).
besomacHocTTa Ha Brintellix nmpu neguarpuyan nanneHTy e onvcana B Touka 4.4, 4.8 u 5.1.

Bvbpeuno unu ueprnodpobno yepescoane
He ce Hanara xopurupase Ha /103aTa Bb3 OCHOBA Ha ObOpevHara wiu yepHoApoOHaTa GpyHKIUS (BX.
Touka 4.4 u 5.2).



Hauun Ha npuitoxeHue

Brintellix e 3a mepopaiHo IPHIIOKECHHE.
Brintellix Mo>xe J1a ce mpreMa che WK Oe3 XpaHa.

4.3 I[IporuBonoOKazaHus

CBpBXUYBCTBUTEIHOCT KbM aKTUBHOTO BEILIECTBO MJIM KbM HSIKOE OT TOMOITHHUTE BEIIECTBA,
n30poeHu B Touka 6.1.

EnHoBpeMeHHO MpHiioKeHHe ¢ HECeNeKTUBHU HHXHOUTOpH Ha MOHOaMUHOOKcuaazara (MAO
uHXUOUTOPH) MK ceneKTuBHU MOA-A nHXuouTopu (BxK. To4ka 4.5).

4.4 ChenuajaHu npeaynpexaeHus U NpeANa3Hu MepKH MPHU ynoTpeda

Yuorpeba npu neiuarpuyHaTa monyiaaius

Brintellix He TpsiOBa &1a ce U3MOII3Ba MPH JICla ¥ FOHOIIX Ha Bb3pacT 7 10 17 ronunu ¢ ['/IP, Twit kaTo
e(mKacHOCTTA HE € JT0KazaHa (BX. Touka 5.1). Karo msimo mpoduirbT Ha HexXeNnaHUTe peakiiny Ha
BOPTHOKCETHH TIPH JIeTIa ¥ FOHOIIH € CXOJ/IeH C HaOJIf01aBaHus IPH BB3PACTHH, C M3KIFOYSHHE Ha T10-
BHCOKA YECTOTAa Ha ChOUTHS, CBhP3aHH ¢ a0JOMHHAIHA 0OJIKa, M MTO-BUCOKA YECTOTA HA CYyHMIIUTHA
uealys CrelnalHO PH IOHOIIH, B CPaBHEHHE C BB3pacTHH (BK. Touka 4.8 u 5.1). CynuuaHo
MOBEACHNE (CYUITUIHHA OITUTH M CYUITUIHN MHCIIN) M BPOKICOHOCT (TIPESIUMHO arpecws,
MIPOTHUBOIIOCTABSIHE U THAB) ca OMJIM MO-4€CTO HAOJIIOIaBaHU 110 BpeME Ha KIIMHUYHU NPOYYBAHUS MIPH
Jielia U IOHOIIY, JICKYBaHH C aHTHUJICTIPECAHTH B CPABHEHHUE C TAKWBA IPUEMAH 1aneoo.

CaMOY6HﬁCTBO/CYHgHgHH MUCJIM UJIH BJIOIABAHC HA KIMHHUYHO CHhCTOAHHUC

JenpecusiTa ce CBbp3Ba C MOBHIIEH PUCK OT CYUIIUIHNA MHUCIH, CAMOHApaHIBaHE U CaMOyOUHCTBO
(cynmma-cBbp3ann cpOuTHs). To3H pHCK MepcucTHpa 0 HACTHIIBAHETO Ha 3HAUYMMA peMucHs. Tbi
KaTo TOI0OPEHNUETO MOXKE /1a HEe HACTBIIH MPE3 MEPBUTE HAKOJIKO CEIMUIIN WM ITOBEYE OT JICUCHUETO,
MAIMEHTUTE TPSOBA J1a ce MPOCIIeAIBAaT BHUMATEIHO JI0 HACTHIIBAHETO HA TAKOBA MOI00pCHHE.
OOIAT KIMHUYEH ONHT M0Ka3Ba, Y€ PUCKBT OT CAaMOYOUIICTBO MOXKE J1a CE MOBUINY B paHHUTE ETaIH
OT BB3CTaHOBSIBAHETO.

W3BecTHO e, 4e mpu NAIMeHTUTE ¢ aHAaMHEe3a 3a ChOUTHS, CBBP3aHU ChC CaMOyOUHCTBO, WM TIPU TE3H,
MOKa3Ballli 3HAYUTEITHA CTETIeH Ha CYUIIUHA Ueanrs PeIu 3arl0YBaHe Ha JICYCHHETO, ChIECTBYBA
ITO-TOJISIM PUCK OT CYWIIUIHY MUCIH WIM CYHIIMIHA OTIUTH U T€ TPIOBa a ObaaT MpociesBaHn
BHHUMATEJTHO 10 BpeMe Ha JICYCHHEeTo. MeTa-aHanu3 Ha I1ane00-KOHTPOIMPAHU KITHHUIHA
MPOYYBaHUS Ha aHTHUICTIPECAHTH MPH BBb3PACTHH MAIUEHTH C TICUXUYHHU Pa3CTPONCTBA MMOKa3Ba
MOBHIIIEH PUCK OT CYHIIUAHO TIOBEJCHNE TIPH JICUSHHE C aHTHIETIPECAHTH B CPaBHEHHE C IJIae0o mpu
MAIUEHTH Ha BH3PACT MO 25 TOJAWHH.

JlexapcTBeHaTa Tepanus TpIOBa /1a Ce ChIIPTCTBA OT BHUMATEITHO MPOCIIEIBAHE HA MAIIMEHTUTE H T10-
CIICITHATHO Ha TE3W C BUCOK PHUCK, 0OCOOCHO B PAaHHHUTE €TaIly Ha JICUSHUETO U CJIe TPOMIHA Ha
no3ara. [lanmentuTe (M moiaraiuTe TPHXKY 3a TSX) TPSAOBa Ja ObJAT NpeAypeICHH OTHOCHO
HEOOXOAMMOCTTA Ja CIEJAT 33 BCEKHU NMPU3HAK HA KIIMHUYHO BJIOIIABAHE, CYUIIMIHO TTOBEJICHUE HITH
MUCJTH ¥ HEOOMYalHH ITPOMEHH B ITOBEICHUETO, KAKTO M JIa TIOTHPCAT He3a0aBHO MEIUITMHCKA
MTOMOIII, TIPY HAJNYHUE HA TAKUBA CHMITTOMU.

Tlpunagbiu

[Ipunagpuure ca MOTEHIMAICH PUCK MTPU yHnoTpedaTa Ha aHTHICTIPECAHTH. 3aTOBA BOPTHOKCETHH
TpsiOBa Ja ce mpuiiara Npeana3iiBo Mpy MAMeHTH ¢ aHAMHE3a 3a MPUIAIbIH WIN

HecTaOwITHa enuiencrs (BX. Touka 4.5). JleueHueTo TpsOBa 1a ce Crpe MpH BCEKH MAIUEHT, KOHUTO
Pa3sBUC NpUNaabuy WJIN MMa YBEJINYCHUC HAa UCCTOTAaTa Ha IPUCTBIIUTE.



Ceporonunnos cunipom (CC) winn HeBponenTuued Mauraed cuaapom (HMC)

CepotonnnoB cuaapoM (CC) nian HeBposenTrnueH MaauraeH cuaapoM (HMC), moreHuaito
YKHUBOTO3aCTpAIlaBaIly ChCTOSHHS, MOTAT JIa C€ TIOSBAT MPH yroTpedaTa Ha BOPTHOKCETHH. PUCKBT OT
CC nnmn HMC ce noBuIiaBa npu eJHOBPEMEHHOTO M3II0JI3BaHE HA CEPOTOHUHEPTUYHU aKTUBHH
BellecTBa (BKIIOYUTEITHO OITMOUIU U TPHUIITAHH ), JICKAPCTBEHH MTPOIYKTH, KOUTO HapyIIaBaT
MeTaboIM3Ma Ha cepoTOHMHA (BKITFOUUTETHO MAO HHXUOUTOPH), aHTUIICUXOTHIIU B APYTH
JONaMHHOBH aHTaroHucTH. [lanmenTure TpsiOBa a ce mpocieasaBar 3a MosBa Ha IPU3HALU 1
cumnromu Ha CC mmn [IMC (Bx. Touku 4.3 u 4.5).

CHUMIITOMHTE HA CCPOTOHMHOB CMHAPOM BKIIIOYBAT IPOMCHHU B IICUXUYHUA CTATYC

(Hamp. AKUTUPAHOCT, XATIOIUHAIIUH, KOMa), HECTAOMITHOCT Ha aBTOHOMHATa HepBHA cHcTeMa (Harp.
TaxuKapaus, HeCTAOMITHO KPBBHO HANIATAHE, XUTIEPTEPMHUS ), HEBPOMYCKYJTHH abepartiu (Harp.
xXurneppeQueKcrst, HEKOOPAUHUPAHOCT) W/MIIH CTOMAITHO-YPEBHU CUMITOMH (HAIIp. TajIeHe,
NOBpBLIAHE, IUapHsi). AKO TOBa Ce CIIY4H, JICYEHUETO C BOPTHUOKCETUH TpsiOBa He3a0aBHO Ja

ce MPEeyCTaHOBH M JIa CE 3aMOYHE CUMIITOMATHYHO JICYCHHUE.

Manusg/xunoManus

BopruokceTuH ciienBa aa ce U3M0I3Ba BHUMATEIHO NPH NALMEHTH C JaHHU 33 MaHUs/XUIIOMaHUs U
Jla ce MPEeKpaTH NPUEMBT MPH BCEKH MAIMEHT HABIM3alll B MaHuiHa (a3za.

Arpecust/aXXUTHPaHOCT

[NanmenTuTe, TEKyBaHHU C aHTUACIPECAHTH, BKIIOUUTEITHO BOPTHOKCETHH, MOXKE J]a U3MTUTBAT U
YyBCTBO Ha arpecus, THsB, &XUTHPAHOCT U pa3ApasHUTEIHOCT. ChCTOSHUETO Ha MAlMEHTa U CTaTyChT
Ha 3a00JsIBaHETO MYy TpsiOBa 1a ObaT BHUMATEITHO TIpocieasiBanu. [lanuenTrre (1 mojaramure
TPYXH 3a TAX) TpsiOBa Aa ObIAT NMpeAynpeeHH OTHOCHO HEO0X0AUMOCTTA /1a MOTHPCAT MEIUILIMHCKA
MTOMOIII TIPH TOSIBa WITH BJIOILIABAHE HA arpeCUBHO/KUTHPAHO ITOBEICHHE.

KpbBouznus

[Ipu ynorpebara Ha aHTHAECTIPECAHTH ChC CEPOTOHUHEPTUYEH €(EKT, BKIIOYUTEITHO BOPTHOKCETHH,
psiiKo ce choOIIaBa 3a a0HOPMHO KbPBEHE, KaTO HAIIPUMEP €KXUMO3H, IIypIlypa U APYT'H HPOSIBU Ha
XeMoparusi, KaTo KbpBEeHE OT CTOMAIITHO-YPEBHUS TPAKT WIM THHEKOJIOTHIHO KbpBeHe. SSRI/SNRI
MoraT Jia IOBHIIAT PUCKA OT NMOCIEPOAOBO KPBBOTEUEHHE U TO3H PUCK MOTEHIIMATHO MOXKE /1 BaXKH U
3a BOPTHOKCETHH (BX. TouKa 4.6). IIpenopruBa ce MOBUIIEHO BHUMAHUE IIPH NALUEHTH, KOUTO
NpUeMaT aHTUKOATYJIaHTH W/UITU JIKAPCTBEHHU MPOYKTH, 32 KOUTO € U3BECTHO, Ue 3acsArar
TpoMOOUNTHHUTE PYHKIMU [HATIP. ATUIMYHNA aHTUTICUXOTHIN ¥ (PEHOTHA3HHH, TIOBEYETO
TPULUKINYHN aHTUACIPECAHTH, HECTEPOUIHH TpoTHBOBB3NaIuTenHu cpenctsa (HCIIBC),
arnermicanuimiosa kucenmaa (ACK)] (Bxk. Touka 4.5) u mpy MaIrMeHTH ¢ U3BECTHA CKIIOHHOCT KbM
KbPBEHE/M3BECTHHU HAPYIICHHS, CBHP3aHU C KbPBEHE.

XHIIOHATPUEMHUSI

3a XUMoHATpUEMHS1, BEPOSTHO IbJDKALIA CE HA HeaJeKBaTHA CEKPeLnsl Ha aHTUANYPETHYCH XOPMOH
(HCAJIX), ce cro01maBa psako Ipu ynorpedara Ha aHTUACTIPECAHTH ChC CEPOTOHUHEPTHUYEH e(heKT
(CHOIIC, CHPH). U3uckBa ce MOBHUIIIEHO BHUMaHKE MPHU PHUCKOBU MAIEHTH, KaTO HaIpuMep
NanyeHTy B HallpeHajla Bb3pacT, MallMeHTH ¢ YepHOApoOHa UpOo3a WIK NalueHTH, KOUTO ca
JIEKyBaHH €JHOBPEMEHHO C JICKapCTBEHH MPOIYKTH, 32 KOUTO € U3BECTHO, Ue MPEAU3BUKBAT
xunoHaTpuemus. TpsOBa na ce uma npeaBHI IpeKpaTsIBaHe Ha TIprUeMa Ha BOPTHOKCETHH TpH
NalKeHTH CbC CHMITOMATHYHA XUTIOHATPHEMHS M a C€ HAa3HAUH MOAXOASII0 METUKAaMEHTO3HO
JIeYeHUe.



I'nayxoma

BbB BpB3Ka ¢ yrmorpedara Ha aHTHIEIPECAHTH, BKIIFOUUTEITHO BOPTHOKCETHH, MMa WH(OpMAaIus 3a
Muapuasza. To3u MumpuaTideH eheKT uMa MOTSHITUAT [Ia CTECHU OYHHUS BI'hJI, KOETO J1a JOBEJE 110
MTOBUIIIEHO BETPEOYHO HAJISATAHE ¥ 3aKPUTOBIBIIHA IIIAYKOMa, 0COOCHO MPH MPEAPA3ITOI0KEHU
maIeHTy. M3uckBa ce MoBUIIEHO BHUMAaHUE MPH MPEIITUCBaHe HA BOPTHOKCETHH HA MAIEHTH C
MOBUIIICHO BETPEOYHO HAJISTAHE U MPHU MAITUEHTH ¢ PUCK OT OCTPa 3aKPUTOBI'BIIHA TIIAyKOMA.

IlanmenTu B CTap4ycCKa Bb3pacT

Hannure 3a ynorpeba Ha Brintellix npu nanueHTH B crapyecka Bb3pacT C TOJIEMH ACTIPECUBHU
enun3ou ca orpannueHu. Cle0BaTeHO, C€ N3UCKBA TIOBUIIICHO BHUMAHHE TIPH JICUSHHE Ha TTallHeHTH
> 65-romuIIHa BB3PACT ¢ JO3U MO-BHCOKH OT 10 mg BOPTHOKCETHH BEIHBK THEBHO (BXK. Touka 4.2,
4.8u5.2).

Br0Opeuno mim yepHOAPOOHO YBpEXKIaHE

Karo ce nma npeasun, ye MHANBUANTE ¢ OBOPEUHO WM YepHOAPOOHO YBpEKAAHE ca YSI3BHMHU H KaTO
ce MMa MpeBU/I, Ye TaHHHUTE OT yroTpedara Ha Brintellix mpu Te3u cyOmnomynanuu ca orpaHIYeHH,
TIPH JICYCHUETO Ha TaKWBA MAIMCHTH CE M3MCKBA MOBHUIIICHO BHUMaHUE (BX. Touka 4.2 u 5.2).

Brintellix cpabpprka HaTpuii

ToBa j1eKkapCcTBO ChABPKA MO-Mako 0T 1 mmol Hatpuii (23 mg) Ha TabneTKa, T.€. MOXKE Jia Ce Kaxe,
4e MPaKTHYECKU HE ChAbPIKA HATPUI.

4.5 B3aumojaeiicTBHe C APYI'd JIeKAPCTBEHU NMPOAYKTH U APYTru ¢GopmMu HA B3auMo/ieiicTBUE

BopTuokceTrH ce MeTaboIM3upa EKCTCH3UBHO B YSPHHUS APOO Upe3 OKKUCIICHUE, KATATU3UPAHO TJIaBHO
ot CYP2D6, n B manka crened ot CYP3A4/5 u CYP2C9 (Bxk. Touka 5.2).

Bb3M0KHO BAMSHKUE HAa APYTH JICKAPCTBECHU IPOIYKTU BEPXY BOPTUOKCETHUH

Heobpamumu necenexmusnu MAO unxubumopu

[Topanu puCK OT CEpOTOHHHOB CHHIPOM, BOPTHOKCETHH € MIPOTHUBOIIOKA3aH B KOMOWHAIIHS C
HeoOpatumu HecenekTuBHE MAQO nHxubuTOpH. JIeueHneTo ¢ BOPTHOKCETHH TPSAOBa Ja 3aIll0YHe Haii-
Majko 14 mHM cienx mpekpaTsBaHe Ha IpreMa Ha HeoOpaTuM HecelneKTuBeH MAQO HHXHOUTOP.
Jleuennero ¢ HeoOparuM HecenekTuseH MAQO naxubuTOp TpsiOBa 1a 3amovne Hali-Manko 14 mHu cien
MpeKpaTsIBaHe Ha TpreMa Ha BOPTHOKCETHH (BXK. Touka 4.3).

Obpamum, cenexkmusern MAO-A unxubumop (moxiodbemuo)

KomOuHupaneTo Ha BOPTHOKCETHH ¢ 00paTuM U cenekTuBeH MAO-A HHXHOUTOP KaTO MOKJIOOEMHU €
NPOTHUBOMOKa3aHo (BXk. Touka 4.3). Ako KOMOHHAIUSTA CE OKAXKE HATOKUTEIHA, T00aBECHHUS
JIEKapCTBEH MPOJYKT, TPsIOBa Jia ce Tpuiiara B MUHUMaJIHA 71032 | [0J] CTPOTO KIMHUYHO HAOIIOICHHUE
32 CEpOTOHUHOB CUHAPOM (BK. Touka 4.4).

Obpamum, necenexkmugen MAO unxubumop (nune3oauo)

KomOuHMpaneTo Ha BOPTHOKCETHH Che cliab oOpaTuM U HecenekTrBeH MAO HHXHOUTOp, KaTo
aHTHOMOTHKA JIMHE30JIH]I, € TPOTUBOIMOKA3aHO (BXK. TOYKA 4.3). AKO KOMOUHAIIMATA CE OKaKe
HaJIOKUTENHA, 100aBeHUS JIEKapCTBEH IPOAYKT, TPsAOBa Aa ce mpuiara B MUHUMAaJIHA 1032 U 110JT
CTPOTO KIMHUYHO HAOIIOIEHUE 32 CEPOTOHUHOB CHHIPOM. AKO Ce MpHIaraT eTHOBPEMEHHO €
HEOOXO0JMMO BHUMATEIHO MPOCIIEASIBaHE 32 CEPOTOHMHOB CHHIPOM (BK. TOuKa 4.4).



Heobpamum, cenekmueen MAO-B unxubumop (cenecunut, pazazuium)

Kom0unanusTa Ha BopTHoKceTHH ¢ HeoopaTnmMu MAO-B nHXMOUTOpH, KaTO CENETUINH WITH
pasarmiug, TpsOBa 1a ce Ipujara ¢ IOBUIIEHO BHUMAaHHUE, BBIIPEKH Y€ CE 04aKBA PUCKBT OT
CEpOTOHMHOB CHHJPOM JIa € IMO-MabK IpH ceneKTuBHUTe MAO-B HHXHOUTOPH, OTKOJIKOTO TPH
MAO-A unxuburopure. Heo0xoanmMo € BHUMATEIHO MPOCIEASIBAHE 32 CEPOTOHMHOB CHHIIPOM, aKO Ce
M3I0JI3BaT EAHOBPEMEHHO (BX. TouKa 4.4).

Cepomonunepauunu 1exapcmeenu npooyKmu

EnnHoBpeMenHaTa ynorpeda Ha JeKapCTBEHU MPOIYKTH ChC CEPOTOHHMHEPTUYCH e(heKT Harp. OMUOUTH
(BKITFOUMTETHO TPaMaI0i) U TPUIITAHH (BKIIFOUUTEITHO CYMATPHIITAaH), MOKE Ja MPEIN3BHKa
CEPOTOHMHOB CHHAPOM (BXK. Touka 4.4).

Kvim kanmapuon

EnnoBpemenHara ynorpeba Ha aHTHJICTIPECAHTH ChC CEPOTOHNHEPTHYCH €EeKT U OMIIKOBH MPOIYKTH,
CHIbPIKAIIN XKBJIT KaHTApUOH (Hypericumperforatum) Moxe Jia ToBeJe 10 MO-BHCOKA YECTOTa Ha
HE)KEeJIAHM PEaKLIMH, BKIIOUBAIIN CEPOTOHUHOB CHHAPOM (BXK. Touka 4.4)

Jlexapcmeenu npooyKkmu noHUICA8AWU 2bPUOBUs NPA2

AHTHIETIPECAaHTHTE ChC CEPOTOHHMHEPTHUYCH €(EKT MOTaT Jja MOHM)KAT I'bPUYOBHSI IIpar.
[IpenopbunTenHO € NOBUIIEHO BHUMAHHUE IPU €THOBPEMEHHO MpHJIaraHe Ha IpyTH JIEKapCTBEHU
MPOAYKTH, TIOHMKABAIH I'bPYOBHA IIpar [HanpuMep antuaenpecanty (Tpunukanaan, CUOIIC,
CHPH), neBponentuuy (peHoTnazuHu, THOKCAHTEHH U OYTUPO(EHOHN), MEQIOKHH, OyNIPONIOH U
Tpamanoi] (BxK. Touka 4.4).

EKT (enexmpokongyncusna mepanus)
[IpemopbuBa ce MOBHUILICHO BHUMAHKE, Thil KATO HSIMAa KIMHUYEH OMHUT OT ¢IHOBPEMEHHO TMPHUIIaraHe
Ha BOPTHOKCETHH U €JIeKTPOKOHBYJICUBHA TEPATIHS.

CYP2D6 unxubumopu

Excrnio3nnmsara Ha BOPTHOKCETHH BOAHM 10 2,3 MTH yBelInmdeHHe Ha Turomra mof kpusarta (AUC),
Koraro BopTrokceTrH 10 mg/aHEeBHO e MpIIoKeH eIHOoBpeMeHHO ¢ OymnponmoH (MomieH CYP2D6
uaxuouTOop 150 mg nBa MBbTH AHEBHO) 32 14 AHU NIpU 3[[paBH UHAMBUIU. ETHOBPEMEHHOTO IpUIaraHe
BOJIY IO TIO-BUCOKA YECTOTA Ha HEXKEJIaHH PEAKIIMH, KOTaTo OYIIPOITUOH ce 100aBU KbM
BOPTHOKCETHH, OTKOJIKOTO, KOTaTO BOPTHOKCETHH ce 1006aBu KbM OymporoH. B 3aBucuMocT ot
WH/IMBH]TyaJTHUS OTTOBOP Ha MAI[MEHTAa, MOXKE Jla C€ OOMUCIIH MTpUJIaraHe Ha Mo-HUCKA 1032
BOPTHOKCETHH, aKO KbM JICUCHHETO C BOPTUOKCETHH ce o0aBs momieH CYP2D6 uaxuburop (Hamp.
OyIIpOTTMOH, XUHUANH, (IIyOKCETHH, ITAPOKCETHH) (BXK. TOUKa 4.2)

CYP3A44 unxubumopu, CYP2C9 unxubumopu u CYP2C19 unxubumopu

KoraTo BOPTHOKCETHH e BKIIIOYM KbM JICUCHHUETO, ciiell 6 JHEBHO IpHiIaraHe Ha KkeTokoHasoun 400
mg/neH (naxudutop Ha CYP3A4/5 u P-rnmukonporenHa) nnu cieq 6 JHEBHO NMPUIIaraHe Ha
¢dnykonazon 200 mg/nen ( CYP2C9, CYP2C19 u CYP3A4 / 5 uaxuburop) npu 3apaBu J0OPOBOIIIIH,
ce HabmronaBa cboTBETHO 1,3 mbTH U 1,5 mbTH yBenuueHne Ha AUC na BoptHokceTuH. He ce Hanara
ajlaniTUpaHe Ha J03aTa.

He ce nabmonasa naxuoupaii edext Ha 40 mg exuanyna f103a omenpasoln (CYP2C19 unxuburop)
BBPXY (papMaKOKHHETHKATA TPU MHOTOKPATHO MPHUIIaraHe Ha BOPTUOKCETHH TIPH 3/IpaBH UHIUBUJIH.

Bzaumooeiicmsus npu cnabu CYP2D6 memabonusamopu

EnnoBpeMenHoTo npuinarane Ha MomiHd nHXuouTopu Ha CYP3 A4 (kato uTpakoHas3ol, BOpUKOHA301,
KIIQPUTPOMHUIIIH, TETUTPOMHIINH, He(a30/10H, KOHMBaNTaH U MHOTO OT HIV mpoTeasnure
uaxubuTopn) u naxubuTopu Ha CYP2C9 (karo daykonazon u amuongapon) npu cinadbu CYP2D6
MeTabonru3aTopH (BXK. ToUka 5.2) He € MPOyYBaHO CIIELHATIHO, HO CE 0YaKBa, a JOBEAE A0 IO0-
3HAYUTEJIHO MOBUIIIABAHE HA EKCIIO3MLUATA HA BOPTUOKCETHH IPU TE€3U HALMEHTH B CPaBHEHHUE C
yMEpEeHUAT e(peKT, onmncaH mo-rope.



B 3aBucHMMOCT OT HHAMBHYaJIHUSI OTTOBOP HA MAallieHTa MOXE Jla c€ OOMMCIIN TO-HUCKA 1032
BOPTHOKCETHH, ako mipu ciabu CYP2D6 merabonmuzaTopu ce mpuiara enHoBpeMenHo cuieH CYP3A4
wtnCYP2C9 unxuburop.

Lumoxpom P450 undyxmopu

Koraro emnandna mo3a ot 20 mg BOPTHOKCETHH C€ BKIIOYH KbM JICUSHHETO, CJIe]l IpujiaraHe Ha
pudammuima 600 mg/nen (Hecnennduven naaykTop Ha CYP M30MH3MMM) B TpoabibkeHne Ha 10 qau
nipu 14 31paBu uHAUBUIY, ce HaOronaBa 72% HamansBane Ha AUC Ha BopTHOKCEeTHH. B 3aBucuMocCT
OT WHAMBH/TyaJTHUs OTTOBOP Ha MAI[UeHTa, MOXe JIa c€ OOMUCIIH KOPUTHUPaHe Ha J103aTa, aKO KbM
JICYCHUETO Ha BOPTUOKCETHH ce N00aBu HecnerupuaeHIUToXpoM P450 uaaykTop (B Touka 4.2).

Anxoxon

He ce nabmtonaBa edext Bbpxy (hapMaKOKHMHETHKATa HA BOPTHOKCETUH MJIM €TaHOJ M 3HAYUMO
HapylIeHNe Ha KOTHUTUBHATA (QYHKIH, B CPaBHEHHUE € TIale00, KoraTo eJJMHUYHA 1032
BopTrOoKceTrH 20 mg unu 40 mg ce npuiara eJHOBPEMEHHO ¢ ennHUYHa A03a eraHo’ (0,6 g/kg) npu
31[paBU MHIUBHUIM. BhIpeku ToBa MpueMbT Ha aJIKOXOJI 110 BpeMe Ha JICUeHUE ¢ aHTUACTIPECAHTH HE €
HPENOpPbUYUTEIICH.

Auemuﬂcaﬂuuuﬂoea KucejiuHa
He ce naGmonaBa eekT oT MHOTOKPATHHU J03H alleTHIICAIHMIIIIOBA kKucenuHa 150 mg/nen BbpXy

(bapMaKOKI/IHeTI/IKaTa P MHOT'OKPATHO MPUIIOKEHUE Ha BOPTHUOKCETHUH IIPU 3ApaByu UHIAUBUIU.

BB3M0XHO BIHMsSHHE HA BOPTHOKCETHUH BHPXY JAPYTU JEKAPCTBEHHU IMPOIYKTH

Aumuxoazynanmu u aHMUmMpoMOO3HU 1eKapCMEeHu npooyKmu

He ce HabmomaBaT 3HaunMu eeKTH, B CpaBHEHHUE C 1are0o, mo oTHomenre Ha INR, mporpomOuH
WIIH TUTa3MEHH CTOWHOCTH Ha R/S Bapdapun cien enHOBpeMEeHHOTO MprilaraHe Ha MHOTOKPATHH JI03U
BOPTHOKCETHH C IOCTOSHHH J03U BapdapuH pu 3apaBu 1o0posonuu. ChIIo Taka, He ce Halmo1aBa
3HaYUM HHXHOUTOpEH e(PeKT, B CpaBHEHUE C IIanedo, BbpXYy TPOMOOIIMTHATA arperalyst WilH
(hapMaKOKHHETHKATa Ha alleTIICATHIIMIOBA KUCEIMHA FITH CATUITIIIOBA KICEITNHA, KOTaTo ce A00aBs
aleTWIICAIMIIIIOBA KucenrHa 150 mg/neH cie/; NpuioXeHne Ha MHOTOKPATHH 103U BOPTHOKCETHH
IpH 3ApaBu J0OPOBOIIIHU. BeIpeku ToBa ce M3MCKBa MOBUIIEHO BHUMaHHE, KOTaTO BOPTHOKCETHH CE
KOMOWHHMpA C TIEpOpaTHA aHTUKOATYJIaHTH WIH aHTUTPOMOO3HH JICKAPCTBEHH MPOTYKTH HITH
JICKapCTBa, U3M0JI3BaHu 3a o0JiekuaBaHe Ha 0oJjika (Hamp. areruicanuiioBa kuceauHa (ACK) niu
HCIIBC), nopaau NOTeHIMATHO OBUILIEH PUCK OT KbPBEHE, AbJDKAII ce Ha (hapMaKkoINMHAMUYHO
B3auMojielicTBHE (BXK. TOUKa 4.4).

Lumoxpom P450 cyocmpamu
InvitroBOPTHOKCETHH HE TIOKa3Ba CHOTBETEH MOTEHIINAN 38 HHXUOUPAHE WM HHIYKIUS HA [IUTOXPOM
P450 n3oeH3umuTe (BK. TOUKa 5.2)

Cren MHOTOKpATHH /103U BOPTHOKCETHH, HE ce HaOIro1aBa HHXuOupan eQekt npu 31paBu HHIUBUIA
3a nutoxpoM P450 uzoensumure CYP2C19 (omenpasomn, nquazenam), CYP3A4/5 (etrHMUN ecTpamuodn,
Munazonam) i CYP2B6 (6ympormon), CYP2C9 (tonoyramun, C-Bapdapun), CYP1A2 (kodenn),
wi CYP2D6 (nekctpomeropdan).

He ce naGmonaBar papMakomnHaMIIHU B3auMoeicTBHA. He ce HaOroaBa 3HaYNMO HapyIIeHHE Ha
KOTHUTUBHATA (QYKHIUS, B CpaBHEHHE C TU1aIe00, 332 BOPTUOKCETHH CJIe]] €IHOBPEMEHHO IpUjiaraHe ¢
eauHn4Ha 103a oT 10 mg auazenam. He ce HaOronaBar 3HaunMu e()eKTH, B CpaBHEHHE C TU1aIeoo,
BHPXY HHMBATa HA MOJIOBUTE XOPMOHH CJIE]] SHOBPEMEHHO MPUJIOKEHHE HA BOPTHOKCETHH C
KOMOMHUPAH IepopajieH KOHTparenTus (eTuHwmI ectpannon 30 pg/ nesoHoprectpen 150 pg).

Jlumuti, mpunmodghan
He ce naGmogaBa KIMHUYHO 3HAYMM €(DEKT 10 BpeMe Ha eKCIIO3HIMS Ha JINTHH B CTAI[HOHAPHO
CBCTOSIHUE CJIe]] STHOBPEMEHHO MPHIIOKEHUE C MHOTOKPATHH JI03U BOPTHOKCETHH MIPHU 3paBU



WHAUBHU. BBIpeku ToBa, MMa ChOOIICHUS 3a YCUJIBaHE Ha e(DEKTHTE NIPU eTHOBPEMEHHA yroTpeda
Ha aHTUACTIPECAHTH ChC CEPOTOHUHEPTHUEH ePEeKT U JIUTUH WK TpUnTo(daH, Iopaau KOeTo
€HOBPEMEHHOTO MPUIIOKEHNE Ha BOPTHOKCETHH C T€3H JIEKaPCTBEHN IPOAYKTH TPSOBa 11a ce
MpeanprueMa ¢ IMOBHUIIIEHO BHUMAaHUE.

Brusanue 6vpxy pesyrimamume om J1eKapCmeer CKPUHUH2 HA YPUHA

Nma crobuienns 3a GanmnuBo MOJ0KUTEIHN PE3YITATH [TPU SH3MMHU HMYHOAHAIN3H Ha ypUHA 32
METaJ0H MPH MalUeHTH, KOUTO ca MpUeMalii BOPTHOKCETHH. TpsaOBa Jia ce MoAX0Xk/1a C TOBUIICHO
BHUMaHHE [P UHTEPIIPETALMATA HA TOJIOKUTEIHN PE3YJITATH OT YPUHHH TECTOBE 32 HAPKOTUIHHU
BEILIECTBA U TPsIOBa /1a ce IOMUCIH 33 HOTBBPKACHHUE Ype3 AITepPHATUBHA aHATUTHYEHA TEXHUKA
(mamp. xpomaTorpadcKy METOH).

4.6 @epTHIHUTET, DOPEMEHHOCT H KbPMeHe

bpemenHoct

ChInecTByBaT OrpaHHueHH JaHHU OT yIOTpeOaTa Ha BOPTUOKCETHH IIpU OPEMEHHH JKEHH.
[IpoyuBanusiTa Mpu >KMBOTHH MOKa3BaT PENPOAYKTUBHA TOKCHYHOCT (BXK. TOUKa 5.3).

[Ipu HOBOpOIEHH, YUUTO MAWKH ca IIPUEMANIA CEPOTOHMHEPTMYHH JIEKAPCTBEHU MPOAYKTH B KbCHUTE
eTanu Ha OpeMEHHOCTTa, MOTaT Jja ce HaO0AaBaT CIeTHIUTE CHMITOMH: PECITUPATOPEH AUCTPEC,
[IMaHO3a, alHes, IPUTaIbIHI, TEMIIEpaTypHa HECTAOUITHOCT, 3aTPyTHEHO XpaHEeHe, TIOBPbBIIAHE,
XUTOTJINKEMUS, XUTIEPTOHUSA, XUITOTOHUS, XUTeppedaekcus, TpeMop, HEPBHOCT, pa3Apa3HUTEIHOCT,
JieTaprusi, HOCTOSHEH I1a4, COMHOJIGHTHOCT, Oe3chbHue. Te3r CUMITOMU MOXKe Ja ce IbJDKaT Ha
OTHEMaHe WM Ha MIPEKOMEPHA CEPOTOHUHEPTUUHA aKTUBHOCT. B mo-ronsiMaTa 4acT OT ciiyyauTe
YCIIO)KHEHUSTA 3aII09YBaT BeJHara mim ckopo (<24 vaca) ciex paKIaHeTo.

EnnaeMuonornynute JaHHM NOKa3BaT, 4e ynorpedara Ha CHOIIC no Bpeme Ha OpeMEeHHOCT,
0COOEHO TT0 BpeMe Ha KbCHA OPEeMEHHOCT, MOJKE J1a TIOBHIIN PUCKA OT ITepCUCTHpaIa 6emoapooHa
xunepTonus npu HoBopoaeHoTo (IIBXH). Benpekn e He ca mpoBexaaHu MPOYUIBaHMS HA BPb3KaTa
mexay [IBXH u neueHneTo ¢ BOPTHOKCETHH, MOTEHIHATHUAT PUCK HE MOXKE /1a Ob/Ie M3KITIOUCH, KaTO
ce MMa MpeJBUJI CXOIHHSI MEXaHU3bM Ha JeHcTBHE (YBEINYaHHE HA CEPOTOHMHOBUTE KOHIICHTPALIMH).

Brintellix TpsioBa na ce mpuiiara Ha OpeMeHHH KEHU CaMO aKO OYaKBaHHUTE TOJI3H Ha/IBUIIABAT
HOTEHIHAITHKS PUCK 3a TUI0JA.

OO0OcepBaIMOHANTE JaHHU MPEIOCTABAT OKA3aTEJICTBA 32 MIOBUINEH PHUCK (TI0-MAJIKO OT 2 ITTH) OT
MOCJIEPOI0BO KpbBoTeueHue ciel excro3uuusa Ha SSRI unu SNRI B pamkute Ha mocineaHus Mecer]
MIpeIu pakIaHeTo. BhrIpekn ye He ca MPOBeXAaH! MPOYUBAHHS 32 BPh3KaTa MEXKIY JICUSHHETO C
BOPTHOKCETHH U TTOCIIEPOIOBOTO KPHBOTEUCHNE, CHINECTBYBA MTOTSHITHAJICH PUCK, KaTO CE B3eMe
MPEABUI CXOIHUAT MEXaHU3BM Ha JielicTBHE (BXK. Touka 4.4).

Kbpmene

OrpaHnveHy MyONUKyBaHH JaHHH MMOKA3BAT, Y€ BOPTHOKCETHH CE €KCKPETHUPA B MAJIKU KOJTHYECTBA B
KbpMara, KaTo U34HciieHaTa OTHOCUTENTHA 03a 3a kKbpMmadeTo (RID) e mox 2%. He ca HabiromaBann
BpeIHHU eeKTH, CBbP3aHH C JIEKAPCTBOTO, MIPU KbpMaUeTa.

Bronpeku ToBaBee mak HaTMYHUTE KIIMHUYHK JaHHH Ca OTPAHUYEHU M PUCKBT 32 KbPMEHOTO JIETE HE
MOXe 11a ObJie U3KIIIOUEH.

Tps6Ba 12 ce B3eMe pelieHe Jalu Ja ce MPEYCTaHOBH KbPMEHETO WIIH J1a ce TIPEKPATH//1a He ce
3amouBa jedeHue ¢ Brintellix, kaTo ce ©Ma IIpeBAM I TOJI3aTa OT KBPMEHETO 3a JETETO U 110J13aTa OT
TepanusTa 3a JKeHara.



PepTunurer

[IpoyuBanusTa 10 OTHOLIEHUE HA (PEPTUIMTETA IIPU MBXKKH U )KEHCKH ILTbXOBE HE ITOKa3BaT BIIMSIHUE
Ha BOPTHOKCETHH BbpXY (pepThinTeTa, KAaueCTBOTO Ha cCriepMaTa Wi Yu(ToCcBaHeTo (BK. TOUKa 5.3).
Joknanure Ha Cirydau [IpH X0pa, ¢ JIEKapCTBEHH MPOAYKTH OT OJIM3KHUs (papMaKoIoruueH Kiac Ha
aaTunenpecanT (SSRIs) moka3BaT epekT BppXy KauecTBOTO Ha criepMaTa, KoiTo e oopatum. [locera
He ¢ HaOJI0JTaBaHO BB3CHCTBIE BHPXY GEPTHIIUTETA IPU X0Opa.

4.7 EdexTu BbpXy cIocO0HOCTTA 32 mo¢upaHe U padora ¢ MALIMHH

Brintellix He MOBIMsBA WK TIOBJIMIBA MPESHEOPEIKUMO CITIOCOOHOCTTA 32 1o upane u padoTa ¢
MalvHu. Berpeku ToBa, T KaTo ce ChoOImaBaT HeXellaH! PeaKI[ui KaTo 3aMaiiBaHe, TalUeHTHTE
TpsOBa 1a OBAAT BHUMATEITHU TIPH MOGUPaHE WK padoTa ¢ ONaCHU MAIlIMHA, 0COOSHO B HAYAJIOTO HA
JICUCHUETO C BOPTUOKCCTUH WJIM IIPU IIPpOMSAHA HaA 103aTa.

4.8 HexeaaHu JeKapCcTBeHH PeaKkUnu

0O0600611eH1Ee Ha npodiia Ha OE30IaCHOCT

Haii-uecrara HexenaHa peakuus € raJicHe.

TabnauueH cCOUChHK Ha HEXKEITAHUTE PCaKnnn

Hexenanute peakinuu ca n30pOCHH MO-I0JTy KaTO € M3I0JI3BaHa ClieJHaTa KOHBEHITUS: MHOTO Y€CTH
(>1/10); uectu (>1/100 no <1/10); meuectu (>1/1,000 mo <1/100); penxu (>1/10,000 mo <1/1,000);
mHoro penku (<1/10,000), c Hen3BecTHA YecToTa (OT HATMYHUTE TAaHHU HE MOXKe J1a ObJie HallpaBeHa
orieHka). To3n CITUCHK € BB3 OCHOBA Ha HH(POPMAITHS OT KIIMHUYHUTE U3ITUTBAHUS U
MOCTMAPKETHHI'OBUS OIIHT.
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Cucremo-opransa
KJIAaCU(pUKAIUS

YecrToTa

Hexenana nekapcTBeHa
peakuus

Hapymenns Ha umyHHaTa
cucrema

C HeusBecTHa yectoTa*

AHaunakTHYHa peaKkLus

HapyuieHnus Ha eH0KpHHHATA
cucrema

C HeusBecTHA yecToTa*

XuneprnpoJakTHHEMHS], B
HSIKOU CIIy4Yau CBbp3aHa C
rajlakropes

Hapymenns Ha Mmetabonu3ma u
XpaHEHEeTO

C HeusBecTHa yecToTa*

XunoHarpuemus

[Icuxuunu HapyleHUs Yectn IlaToornuay chHHIIA
Heuectu XaTouuHau
C HeusBecTHA yecToTa™® NucomHUS
AsxutupaHocTt, arpecus (Bx.
Touka 4.4)
Hapyuienus Ha HepBHaTa Uectu 3amasiHOCT
cucrema Heuectu Tpemop
C meussectHa yecrora* CepOTOHMHOB CHHIPOM
I'maBoGomue
Axatu3us
Bpykcuzbsm
Tpuzmyc

CUHIPOM HA HECTIOKOMHUTE
Kpaka

Hapymenus Ha ounte Heuectun 3aMBIIIEHO 3peHHe
Penku Munpuasza (KosSITo MOXKe Aa
JIOBEJIE 10 OCTpa
3aKpUTOBI'BIHA INIAYKOMA — BiK.
Touka 4.4)
CpaoBU HapylIeHUs Heuectu 3auepBsiBaHe

C "HeusBecTHa yectoTa*

KpbBOM3MUB (BKIFOUUTEITHO
KOHTY3Hs, EKXUMO03a,
eIMUCTaKCHUC, CTOMAIITHO-YPEBHO
WJIM BarMHAJTHO KbPBCHE)

CToMalHO-4peBHN HAPYIICHUS

MHoro uectn

T'anene

Yect

Huapus
Konctunanus
IToBpbiane
Jucnencus

Hapymenus Ha koxaTa U
MOJIKOKHATA ThKaH

Yectn

[Ipyputyc, BKIIOUUTETHO
TeHepaTu3upad NpypUTyc
Xunepxuaposa

Heuectn

HOH_IHO HN3I0TABAHC

C HeusBecTHa yectoTa*

Anrnoenem,
VYprukapus
Oo6pus

OO0y HapymieHus 1 eeKTH Ha
MSICTOTO Ha TPHJIOKEHHE

C HeusBecTHa yectoTa*

CI/IHILpOM Ha OTHEMaHC

* Bb3 0OCHOBa Ha TIOCTMAPKETUHTOBH CITyJYan

Onmucanue Ha I/136DaHI/I HCXCJIaHW pCaKIINn

Taoene

Haii-uecrara Hexxenana peakius e rajieHe.l'aneHeTo 0OMKHOBEHO € JIEKO JI0 YMEPEHO U Ce MOSBSIBA B
paMKHTE Ha IIBPBUTE JIBE CSIMUITH OT JICUCHUETO. PeakinmnTe 0OMKHOBEHO ca MPEXOIHH U KaTO ISI0
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HC BOJAT A0 MPEKHBCBAHEC HA TCpAIUATA. CTOMaHIHO—‘lpeBHI/I HCXKCJIaHU pCaKIUH, KaTO raacHe, ce
Ha6J'IIO,Z[aBaT IMMO-4CCTO IIPHU KCHUTC, OTKOJKOTO IIPU MBIKCTC.

Iayuenmu 6 cmapuecka 8v3pacm

3a no3u > 10 mg BOPTHOKCETHH BEAHBXK JHEBHO, YECTOTATa HA CUHJIPOM Ha OTHEMaHe Mpu
MPOYYBaHUSATA € TI0-BUCOKA MPH IMallMEHTH Ha BH3PACT > 65 TOUHH.

3a nmo3u ot 20 mg BOPTHOKCETHH BEAHBK JHEBHO, YUSCTOTATA HA TaJIEHE U 3aIleK € MTO-BUCOKA TPH
MalKUeHTH Ha BB3pacT > 65 roaunu (choTBeTHO 45% 1 16%), OTKOJIKOTO MpH MAlMEHTH Ha BH3PacT
<65 roqunn (cpoTBeTHO 30% 1 5,4%) (B TOuKa 4.4).

Cekcyanna oucgynxyus

B knuHUYHN NpoyuBaHUs CEKCyanHaTa AUCHYHKLIHUS € OLIEHEHa Ype3 APH30HCKa CKajla 3a CEKCyalleH
onuT(Arizona Sexual Experience Scale, ASEX). /lo3u ot 5 10 15mg He mokasBaT pasinka ¢ miareoo.
Jozata or 20mg BOpTHOKCETHH 00aue ce acoluupa C MOBHIIaBaHEe Ha CEKCyalrHaTa JTUCOYHKIHS
(TESD) (Bx.Touka 5.1). B mocTMapKkeTHHIOBUTE yCIOBUS MMa ChOOIIECHHS 32 CIlydal Ha CeKCyasHa
JUCYHKINS OPH 103U BOPTHOKCETHH oA 20 mg.

Edexm na xnaca

EnmupeMuonornyau nmpoy4yBaHus, IPOBEICHH TJIABHO MPH MalueHTH Ha 50-roIuIIHa BB3pacT U 110-
BB3PACTHH, IIOKA3BAT MMOBHUIIIEH PUCK OT (hpaKTypH Ha KOCTHTE MPH MAIMEHTH, TPHUEMaIIH JIEKapCTBEH
IpOAYKT oT Osu3ku papmakosioruunu kiacose antuaenpecantu (CUOIIC unu TAJ]). MexaHusmbT
3a TO3M PUCK € HEU3BECTEH U HE € U3BECTHO JaJIM TO3U PUCK € CBbP3aH C BOPTHOKCETHH.

He()uamputma nonyaauu:

O06mo 304 nena Ha BB3pact 7 1o 11 rogunau u 308 roHOomM Ha BB3pacT 12 10 17 roauHu ¢ roasMo
nenpecuBHO pazctpoiictBo (I'JIP) ca iekyBaHU ¢ BOPTHOKCETHH ChOTBETHO B JIBE IBOMHOCIICTIH,
1ae00-KOHTPOIUpPaHy npoyuBaHus. Kato 1sio npoduirsT Ha HEXKEIaHUTE PEaKIUK Ha
BOPTHOKCETHH TIPH JICIIa U FOHOIIM € CXOJCH C HaOII01aBaHus IIPU Bh3PACTHH, C U3KIIIOYCHHE Ha T10-
BHCOKA YECTOTa Ha ChOUTHS, CBhP3aHH C a0JOMHHAIHA 0OJIKa, U MO-BUCOKA YECTOTA HA CYyHIIUTHA
Ujeanus CIeHaIHo IPU IOHOIIH, B CPABHEHHE C Bb3pacTHH (BXK. Touka 5.1).

HpOBeIIeHI/I Cca ABC OBJTOCPOYHH OTBOPCHU IMPOABILDKCHUA HAa MMIPOYUYBAHETO C IIPHUIIOKCHNUE HA
BOPTHOKCETHH MPH 7034 5 10 20 mg/eH U ¢ MPOABIDKUTEIHOCT Ha JICYCHUETO CHOTBETHO 6 Mecela
(N=662) u 18 mecema (N=94). Karo 151710 mpoprursT Ha 6€3011aCHOCT W IIOHOCHMOCT Ha BOPTHOKCETHH
NpY TeIMATPUIHATA MOMYIAIMS CJICH JBIrOCPOYHA YIoTpeda € CXOJICH ¢ HaOI0AaBaHusI Cie]
KpaTKOCpOYHa yrmoTpeoa.

Cumnmomu npu npeKpamsasane Ha ie4eHuemo ¢ OPMUOKCEMUH

B xnuHUYHKTE TPOYYBAHUSI CUCTEMHO Ca OIICHSIBAHU CUMIITOMHUTE Ha OTHEMAHE CIIE]] PA3KO
MPEKbCBAaHE Ha JICUEHUETO C BOPTHOKCETHH. He ce ycTaHOBsSIBa KIIMHUYHO 3HAYMMAa PA3IUKa CIPIMO
T1ane6o Mo OTHOIIIEHHE Ha YeCTOTaTa MM €CTECTBOTO HA CHMIITOMUTE Ha OTHEMAHe CJie]l JICUYEHHE C
BOPTHOKCETHH (BK. Touka 5.1). B mocTMapKeTHHTOBHTE YCIOBHUS MMa ChOOIICHNUS 3a CIIyqau, IpH
KOHWTO Ca OMUCAaHW CUMIITOMH Ha OTHEMaHe, BKIIFOYBAIIN CHMITOMH KaTO 3aMasiHOCT, TIaBOOOHE,
CETHBHH HapYIICHUs (BKIIOUYHUTEIHO IMapecTe3ns, ycenlaHe 3a TOKOB yap), HapyIIeH!s Ha ChHS
(BKJIFOUMTEITHO MHCOMHUS ), TaJICHE /WK MOBPBIIIAHE, TPEBOKHOCT, Pa3Ipa3HUTEIHOCT,
QKHUTUPAHOCT, yMOpa U TpeMop. Te3u CUMITOMHU MOXKE J]a Bb3HHKHAT B PAMKHUTE Ha TbPBaTa CEJAMHUIIA
OT MPEKPaTABAHETO Ha MpHEeMa Ha BOPTUOKCETHH.

Cp00111aBaHe Ha MOI03MPAHN HEXKEIIAHU PEaKIINU

Cro0maBaHeTo Ha IOJO3MPAHU HEeXKEIIAaH! PEaKlny CIie/l pa3peliaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MIPOIYKT € BakKHO.TOBa MO3BOJIABA J1a TIPOIBIDKH HAOIOIEHUETO Ha CHOTHOMIEHUETO TT0JI3a/PHUCK 32
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JICKapCTBCHUA HpOI[yKT.OT MCIUIMHCKUTC CIICHUAJIMCTHU CC U3HMCKBA Ja C’bO6H.[aBaT BCsKa IMMOJ03UpaHa
HEXEJIaHa pe€aKusd YpE€3 HallHOHAJIHATA CUCTEMA 3a 01,06maBaHe, IIOCOYCHA B H[}I/IHO)KeHI/Ie V.

4.9 Ilpeno3upane

[TormpmaneTo Ha BOPTUOKCETHH B KJIMHWMYHHU M3IUTBAHMUS,B T030BUs Auana3oH oT 40 mgmo 75 mg e
MpeIU3BUKAIIO BIOIIIAaBAHE HA CIICTHUTE HEXKETIAaHU PEaKIUH: TajeHe, 3aMaliBaHe MMPH U3IPaBsHE,
JMapusi, CTOMAIIleH TUCKOM(OPT, TeHepaIU3upaH MPYPUTYC, CHHIMBOCT U 3aYCpPBsIBaHE.
[TocTMapKUTEHTOBHST OMUTHT CE€ OTHACS TTIABHO 0 TpeJio3upaHe ¢ BOpTHOKceTrH 1o 80 mg. B
ITOBEYETO OT CIIy9YanTe He ce ChoOIaBaT MiTh ce ChoOIaBar Jieku cumnromMu. Haii-gaecto
CTJO6HIaBaHI/ITe CUMIITOMHU Ca IraJICHC U NIOBPBIIIAHE.

OnuTsT ¢ npeao3upane ¢ BOpTuokceTuH Hajl 80 mg e orpannyeH. Cliell IpueM Ha JI03H,
HEKOJIKOKPATHO IMO-BUCOKU OT TCPAINICBTUYHHA JO30B JUala3oH, C€ CT)O6IHaBaT I'bpY0OBE U
CEPOTOHHMHOB CHHJIPOM.

Jleuenuero Ha rpeno3upaHeTo TPsiOBa Aa BKIIIOYBA JICUCHHE HA KIIMHUYHUTE CHMIITOMH U CHOTBETHO
MoHHTOpHUpaHe. [IpenopbuBa ce METUIIMHCKO MPOCIIEsBaHe B ClIeMaTN3MpaHa cpe/a.

5. ®APMAKOJIOTTYHU CBOMCTBA

5.1 @®apmakoaMHAMUYHU CBOICTBA

®apmakoTepaneBTuyHa rpyna: [lcuxoananenrtuny; JApyru antunenpecant, ATCkoa: NO6AX26

MexaHU3bM Ha JIEHCTBUE

Cwsra ce, 4e MEXaHU3MBT Ha JICHCTBHE HAa BOPTHOKCETHH € CBBbpP3aH C HEroBaTa JUPEKTHA MOJyJIalus
Ha CEPOTOHWHEPTUYHA PEIENTOPHA aKTUBHOCT ¥ HHXHOMpane Ha ceporoHuHOoBHS (5-HT)
TpaHcnoprep. HekmHUYHYM naHHM 1TOKa3BaT, ue BopTHokceTHH € 5-HT3, 5-HT7, u 5-HTp penenropex
aHTaroHucT, S-yactuueH HT g penentopen aronuct, 5-HT A penentopeH aroHUCT ¥ HHXUOUTOP HA 5-
HT tpancnoprepa, KO€TO BOAN A0 MOAYIMPAHE Ha HEBPOTPAHCMUCHATA B HAKOJIKO CUCTEMH,
BKJIFOYBAILY [TPEAMMHO CEPOTOHUHOBATA, HO BEPOSTHO CHILO M HOPAIPEHAIIMHOBATA, JJONIAMHUHOBATA,
XHCTaMUHOBATa, aleTuixoauHosara, GABA u rimyramatHata cuctema. Ta3su MynTuMo/1anHa
aKTHBHOCT C€ CUHMTa OTTOBOPHA 3a e(EKTHUTE, TOJOOHH Ha TE3U MPH AHTUICTIPECAHTUTE U
AQHKCHOJIMTHLIUTE U MOA00PSIBAHETO Ha KOTHUTUBHATA (DYHKIHUS, yUCHETO U TaMeTTa, HaOIro1aBaHu
IIPU BOPTHOKCETHH B TIPOYYBaHMSI IIPH KUBOTHU. BBIpekn ToBa ocTaBa HEsICEH WHANBUIY ATHUST
NPUHOC Ha OTAETHUTE MIPULIEIIHU PELENITOPH 32 HabroAaBaHus (hapMaKkoIMHAMU4eH Npodui u ce
W3HCKBA MMOBUIIEHO BHUMAaHUE NIPH JUPEKTHO EKCTPANIOIMPAHE HAa JAHHUTE MPHU )KUBOTHH 32 X0Opa.

[Ipu xopa ca npoBeeHU ABE IPOYUBaHUs ¢ TO3UTPOHHO emucuonHa Tomorpadus (PET) ¢ nuznon3sane
Ha nuranny 3a S-HTpancnoprep ('C-MADAMor''C-DASB) 3a konudecTBeHO onpe/ensHe Ha
3aemaneTo Ha 5-HT TpancmopTepa B MO3bKa MPH pa3IMIHATE JT030BH HUBA. CpeIHOTO 3aeMaHe Ha 5-
HT tpancnoprepa B raphe nuclei e npudnusurenno 50% npu 5 mg/nen, 65% npu 10 mg/aen u ce
nosumasa 1o Hax 80% mpu 20mg/neH.

Kimnanuna edpuxacHoCT ¥ 0€30IIaCHOCT

EduxacHocTTa 1 0€3011aCHOCTTa Ha BOPTHOKCETUH Ca MPOYYEHH B KJIMHUYHA IPOrpama, BKIFOUBAILA
noseue oT 6 700 marmeHTy, ot KouTto nosede ot 3 700 ca JeKyBaHU C BOPTHOKCETHH B KPaTKOCPOUHHU
(<12 ceqmunu) npoyuyBaHus MpH rojsmMo aenpecusHo pasctpoiictso (I'/IP). [Iposenenu ca
JBaHaJeceT IBOWHOCIEIH, Iale00-KOHTPOINPaHy, 6/8 ceIMUYHN MPOY4BaHUs ¢ (PUKCHpaHa 1032 3a
MpoyYBaHe Ha KPaTKOCPOYHATA e(OUKACHOCT HA BOpTHOKCcEeTHH TipH ['JIP ipu BB3pacTHH
(BKJIIOYMTENHO B HampenHana pb3pact). EQukacHoCcTTa Ha BOPTHOKCETHH JIGMOHCTPHUPA TPH Haii-
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MaJIKO €JHa 030Ba Ipyma B 9 oT 12-Te mpoyuBaHus, TOKa3BallKy Hali-MaJKO 2-TOUYKH Pa3ifKa CIPIMO
m1aneo Mo olleHbYHATA CKana 3a Aenpecus Ha [Montgomery u Asberg] (MADRS) unu B 061ust cKop
1o 24-TouKoBaTa OleHbYHA CKaja 3a aenpecus Ha Hamilton (HAM-D,4) -. ToBa ce moakperns u oT
KJIMHUYHATA PEJICBAHTHOCT, IEMOHCTPUPaHa Ype3 ChOTHOIICHUETO Ha OTTOBOPHIINTE HA JICUCHUETO H
TE3U B PEMHUCHSI U TIOZOOPEHUETO B CKOPa 10 cKajlaTa 3a 0010 KIMHUYHO BIeYaTIeHHE — 0010
nonobpenue (CGI-1). EpukacHocTTa Ha BOPTHOKCETHH CE MOBHUILIABA C YBEIMYaBAHETO Ha J103aTa.

EdexThT npu nHAMBHIyaTHUTE IPOYYBAHUS CE MOAKpens oT Meta aHanu3 (MMRM) Ha cpennata
MIPOMSTHA CIIPSAMO U3XOJHUTE CTOWHOCTH B 00mmus pe3yarat o MADRS Ha ceqmuia 6/8 B
KPaTKOCPOYHHTE, TUIaIie00-KOHTPOIMPAHH IPOYIBAHUS TIPH Bh3pacTHU. [Ipn Mera aHanmm3a, obmara
CpelHa pa3irKa CIpsMo Ianebo B MPOyYBAaHUATA € CTATUCTUYECKH 3HaUnMa: -2,3 Touku (p = 0,007),
-3,6 Touku (p <0,001) u -4,6 Touku (p <0,001) crorBeTHO 32 N031 OT 5, 10, M 20mg /neH,; no3ara ot 1
mg /meH He ce OTIeNs OT IUTanedo Mpy MeTa aHaJIu3, HO CpelHaTa pa3jinKa CpsaMo Iiamnedo e -2,6
Touku. EQrKacHOCTTa Ha BOPTHOKCETHH CE MOJIKPEIS OT COOPHUS aHAIM3 Ha OTTOBOPHIIUTE Ha
JIEUEHUETO, NPU KOWTO JIENBT Ha OTToBOpHINTE Bapupa oT 46% 10 49% 3a BopTHOKCEeTHH cpeity 34%
3a miane6o (p <0,01; NRI ananus).

Hemro moBeue, BOPTHOKCETHH, B IO30BHS THAIa30H OT 5 - 20mg/neH, moka3Ba e(hUKacHOCT BBPXY
IIMPOKA rama OT JISPECUBHU CUMIITTOMH (OLICHEHH Ype3 MMOJI00pEHUE B CKOPOBETE HA OT/ICITHUTE
kpurepun o MADRS).

EduxacHoctra Ha BopTHokceTHH 10 mim 20 mg/nen ce neMoHcTpupa B 12-ceIMUYHO, ABOHHOCIIATIO,
CPaBHUTEITHO MPOYYBAHE C IPOMEHIIUBA J103a, CIIPSIMO aromenatud 25 win 50 mg/aeH npu naueHTn
¢ I'/IP. BOpTHOKCETHH € CTAaTUCTHYECKH 3HAYMMO IT0-T00bp OT aroMeNIaTHH, H3MEPEHO Upe3
nooOpenne B o0musa ckop mo MADRS u ogkpeneHo oT KIMHUYHATA PEIEBEHTHOCT, KOETO €
MOKa3aHO ChC ChOTHOIIEHUETO Ha OTTOBOPIJIUTE HA JICYCHUETO U TE3U B PEMUCHSI U TIOJIOOPSHUETO 1O
ckanara 3a O0mm KIMHUYHY BrieuatieHus — mogoopenue (CGI 1)

Tlooovporcane

[Monawbpkanero Ha aHTHAETIPECHBHATA €(PUKACHOCT CE JOKA3Ba B MPOyYBaHE 3a IPEIOTBpATABaHE Ha
peuuaus. [lanuenTu B peMucus cies IbpBOHAYaIHO 12-ceAMUYHO OTBOPEHOICYEHUE C BOPTUOKCETHH
ca paHJIOMHU3UPAHO paslpelleNieH! 3a JISYeHHe ¢ BOPTHOKCeTHH 5 wiu 10 mg/nen mum manedo u
HaOJIFOTaBaHM 3a PEIHINB 10 BpeMe Ha TBOMHO-CIIAI IEPHUO]] OT Haii-Maniko 24 ceamuru (24-26
ceamuin). Boptuokcerun npeps3xoxaa (p=0,004) miane6o mo OTHOIICHHE HA IbPBUYHATA KpaliHa
TOYKa, BPEMETO JI0 HAacThIBaHe Ha peruauB Ha ['JIP, ¢ koedunmenT Ha puck 2,0; koeTo o3HayaBa, 4e
PHUCKBT OT PEITUANB € JIBa ITHTH TI0-BUCOK B IpyIliaTa Ha 1miane0o, OTKOJIKOTO B TpyTara Ha
BOPTHOKCETHH.

THayuenmu 6 cmapuecka 6v3pacm

B 8-cenmuaHOTO ABOHHOCIAMO, MI1aie00-KOHTPOIUPAHO, MPOYyYBaHe ¢ GUKCUPAHU 03U TPU
JeTPecUBHY MAMEHTH B HampeaHana Bb3pact (=65 ronuau,n=452, 156 oT KOUTO Ha BOPTHOKCETHH),
BOPTHOKCETHH SMg/AeH NpeBb3X0oxk/a mianedo, n3MepeHo Ype3 nogo0peHne BOOLIUTE CKOPOBE 110
MADRS u HAM-Dy4, HabmogaBanusT eekT npu BOPTHOKCETHH € 4,7 TOYKH pa3iiuKa CIpsiMo
rtane6o B obmms ckop mo MADRS Ha cenmunia 8 (MMRM ananus).

Hayuenmu ¢ medicka oenpecusi unu ¢ 0enpecus U 6UCOKU HUBA HA CUMNIMOMU HA MPEGOHCHOCH

[pu Texxko nenpecuBHy nanueHTH (00mws ckop 1o MADRS u3xonHo HEBO >30) 1 IpU ACIPECUBHU
NalMEeHTH C BUCOKHM HUBA HA CHMIITOMH Ha TPEBOKHOCT (00mmus ckop mo HAM-A Ha U3X0JHO HHBO
>20) BOPTHOKCETHH CBILO IEMOHCTUPA €PUKACHOCT PH KPATKOCPOUHH MIPOYIBAHUS NIPH BH3PACTHU
(obmrata cpeHa pasziiMka cupsMo miaredo npu oomus ckop 1o MADRS na ceamunia 6/8 Bapupa
CBHOTBETHO 0T 2,8-7,3 Touku u oT 3,6-7,3 Toukn (MMRM ananus)), B cienmannoTo npoyuyBaHe npu
HAalMEHTH B CTap4YeCKa Bb3PACT BOPTUOKCETHH € e()eKTHBEH U IIPU TE3H NAllUEHTH.

[HopappxaHeTo Ha aHTHIEPECAaHTHA €()EKTHBHOCT € IEMOHCTPUPAHO B IBJITOCPOYHO MPOYBAHE 32
MIPEBEHLIMS Ha PELUINB IPU Ta3u MOMYJIaIHs MalueHTH.

Egpexmu na sopmuoxcemun npu mecma 3a 06eKmusHa oyenka na KoenumusHume gyuxyuu (Digit
Symbol Substitution Test, DSST), oyenxa b3 0cHo8a Ha ymenusama Ha YHusepcumema Ha
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Kanugpopnus Can /lueeo (UniversityofCaliforniaSanDiegoPerformance-BasedSkillsAssessment,
UPSA) (obexmusnu noxazamenu) u Bvnpocuuk 3a dedhuyum na v3npuemanemo
(PerceivedDeficitsQuestionnaire, PDQ) u Bvnpochuk 3a kocHUmugHo u (pusuyecko QyuKyuonupare
(CognitiveandPhysicalFunctioningQuestionnaire, CPFQ) (cybexmuenu noxazamenu) ckopoage.

EdukacHocrra Ha BopTHOKCeTHH (5-20 mg/mueBHO) npu nanuenTtu ¢ ['JIP e Ouna nzcnenBana B 2
1ane00-KOHTPOIMPAHU MIPOYYBAHHUS TIPU BB3pacTHH U | TIIane00-KOHTPOIMPaHO KPATKOCPOUHO
NpOyYBaHE B CTapUecKa Bb3pacT.

BopTrokceTnH € mMal CTaTUCTHYECKH 3HAYMM eekT crpsiMo triaredo cnopen DSST, Bapuparn ot
A=1,75 (p = 0,019) o 4,26 (p <0,0001) B ABeTe mMpoyuBaHus Npu Bb3pacTHU 1 A= 2,79 (p = 0,023) B
NPOYYBaHETO B cTapuecka Bb3pacT. B mera-ananmusute (ANCOVA, LOCF) Ha cpennara npoMsiHa OT
n3xoaHo HUBO B DSST Opoii nmpaBMIIHA CHMBOJIHM BBB BCHUKUTE TPH MTPOYIBAHUS, BOPTHOKCETHH CE
pasnens ot miane6o (p<0,05) c ronemuna Ha ctangaptuzupanus edekr 0,35. Ilpu kopurupane 3a
npomsiHa B MADRS, o0musT pe3yarar Ha MeTa-aHanr3a Ha ChIIUTE POYYBaHMs [TOKa3Ba, e
BOPTHOKCETHH ce paszjielns ot tianedo (p <0,05) c ronemuna Ha crangaptusupanus epekr 0,24.

B exno mpoyuBane ce oeHsBa eeKTa Ha BOPTUOKCETHH BbPXY (QYHKIHOHATHHS KalaluTeT,
M3M0J3BaliKK onleHbuHaTa ckaia 3a ymenusra (UniversityofCaliforniaSanDiego Performance-Based
Skills Assessment, UPSA). BopTrokceTrnH ce pa3fens CTaTUCTHISCKH OT Iraredo ¢ pe3yaraTt ot 8,0
3a BOPTHOKCETHH cperty 5,1 Toukn 3a miarebo (p=0,0003).

W BOpTHOKCETHH U TyJIOKCETHH Ca MMaJl CTATUCTUYECKH 3HAUMMO BIUSHIE BHPXY CYOCKTHBHHTE
MEPKH 3a OICHABAHC HAa KOTHUTHBHU OIVIAKBaHMA, B’prOCHI/IK 3a BB3IIPUCMaHC Ha I[e(bI/IHI/ITa u
BbrpocHuk 3a KOTHUTUBHO U (PU3NUECKO (YHKIIMOHUPAHE.

BoptrokceTnH nperb3xok/a mianedo mo CyOeKTUBHY [TOKA3aTeNN B €IHO MPOYYBaHE, KOETO €
OIICHEHO M3IOI3BAKN BBITPOCHUK 3a TeGUITUT Ha BE3MPHEMAHETO C pe3yITaTH oT -14,6 3a
BopTuokcetuH u 10,5 3a mnane6o (p=0,002). BopTHokceTHH He ce pa3auuaBa oT Iianedo npu
CyOeKTUBHUTE MMOKA3aTeNN, KOTaTO ca OlEHIBAHU, U3IIOJI3BAKH BBIIPOCHUK 32 KOTHUTUBHO U
(hm3udecko PyHKITMOHUPAHE C pe3yaTaTH OT -8,1 3a BOPTHOKCETHH CHPSIMO -6,9 3a 1uramne6o
(p=0,086).

Tlonocumocm u bezonacrhocm

be3omacHocTTa 1 MOHOCMMOCTTA HA BOPTUOKCETHH Ca YCTAHOBEHH B KPATKOCPOYHH U TBITOCPOTHH
MPOYYBaHUs B I030BUs UHTEpBaJ OT 5 710 20 mg/neH. 3a uHdopMaius OTHOCHO HEKEIaHUTE ePeKTH,
BIK TouKa 4.8.

BOpTI/IOKCCTI/IH HE BOAU OO0 yBeJII/IT-IaBaHe Ha 4yeCcToTaTa Ha MTHCOMHHUA NI COMHOJICHTHOCT CHpHMO
iane0o.

B xIMHWYHA KpaTKOCPOUYHHU U ABITOCPOYHH TUIANC00-KOHTPOINPAHH MPOYUYBAHUS CHCTEMHO Cca
OLICHSBaHU TIOTCHLIMATHUTE CHMITOMH Ha OTHEMaHecse ] psI3KO MPEKbCBaHE Ha JICUCHUETO C
BOpPTHOKCETHH. He ce ycTaHOBsIBa KIMHUYHO 3HAYMMAa Pa3jIvKa CIPsSMO I1ane0o Mo OTHOIICHHE Ha
94eCTOTaTa WIIM €CTECTBOTO Ha CHMIITOMHTE Ha OTHEMaHE KaKTO CJIel KpaTKOCpo4Ho (6-12 ceqmurm),
TakKa U ciie IbITOCPOUHO (24-64 ceqMUIM) JeUeHHe C BOPTHOKCETHH.

YecroTaTa Ha HEXXEJIaHU PEAKIMH 10 OTHOIICHHE Ha CeKCyarHaTa (PYHKIWS, KOUTO IMallMEHTHTE CaMH
ChOOIIABAT, € HICKA M CXOJIHA C Ta3M MPH IUIae00 B KPATKOCPOUHU M JIBITOCPOYHU KIMHUYHH
NPOYYBaHUS C BOPTHOKCETHH. B mpoy4BaHusTa ¢ H3MOJI3BaHe Ha APU30HCKAaTa CKajla 3a CeKCcyalleH
ormut [ArizonaSexualExperienceScale](ASEX), uecToTaTa Ha B3HUKHAJIA TIO BPEME Ha JICUCHHETO
cexcyanHa muchyuknmst (TESD) u o6mmst ckop o Apr30oHCKaTa cKajia 3a CeKCyajieH OITAT
[ArizonaSexualExperienceScale] (ASEX)) He ca moka3aim KIMHHYHO 3HAYUMa Pa3iiKa CIpsSIMO
riane0o Mo OTHOLIEHHE HAa CHMITOMHTE Ha CeKcyalHa JUc(yHKIMS IpH 1034 oT 5 1o 15mg/nen
BopTrokceTuH. [Ipu mo3arta ot 20mg/neH, ce HabmonaBa nmosumaBane Ha TESD B cpaBHeHMe ¢
miane6o (pasnuka B yectorara 14,2%, 95%CI [1,4, 27,0]).
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EdexThT Ha BOPTHOKCETHH BEPXY CEKCyaTHaTa (YHKIHSA € OLEHEeH JIOMBIHUTEHO B €THO
8-ceqMUYIHO, ABOWHOCIIATIO, CPABHUTEITHO IIPOyYBaHE ¢ ThBKaBa 1103a (n=424) CIIpsSMO €CIIUTAJIONpaM
IIpU MAIMEeHTH, JIEKyBaHHU B MIPOIBIDKEHNE Ha Half-Malko 6 ceamun cbe SSRI (muranompam,
MapOKCETUH WM CEPTPANIMH), C HUCKO HUBO Ha aenpecuBHu cuMnToMu (CGI-S < 3 Ha U3X0THO HUBO)
u TESD, uanynupana ot npenxoanoto jeueHune ¢ SSRI. Boptuokcernn 10-20 mg/nen e cbe
CTaTHCTUYECKH 3HAYMMO To-HHUCKa crerneH Ha TESD, otkonkoto ecuutanonpam 10-20 mg/neH,
M3MEpeHO upe3 npomsHara B obrus ckop mo CSFQ-14 (BenpocHuK 3a MpoMsiHA Ha CEKCyalHaTa
(dhynkmus ¢ 14 nokazarens) (2,2 rouku, p=0,013) Ha ceqmuna 8. HaMa 3HaunMa pas3nuka B As1a Ha
OTTOBOPHJIUTE Ha JIEYCHNETO B Ipymnara Ha BopTuokceTrH (162 (74,7%)) B cpaBHEHHE C rpynara Ha
ecriutanomnpam (137 (66,2%)) na cenmuta 8 (OR 1,5 p=0,057). AHTUAETIPECUBHUAT €EKT Ce 3ama3Ba
U B JIBETE TPYIU Ha JICYCHUE.

Bopruokcetus He nokassa e(eKT, B CpaBHEHUE ¢ IUIa1e00 10 OTHOLIEHUE Ha TEIECHOTO TETIO,
ChpJieuHaTa YecToTa UM KPbBHOTO HAJISITaHe 0 BpeMe Ha KPaTKOCPOUHUTE U IBJITOCPOYHHUTE
KJIMHAYHU TIPOYYBaHUSL.

[Ipu KIMHUYHKTE POYYBAHUS HE CE€ HAOJIOJaBAT KIIMHUYHO 3HAYMMU IIPOMEHHU B YEPHOPOOHUTE
i ObOpEeYHUTE MOKA3ATEIH.

BopruokcetrnH He nokas3a KIMHUYHO 3Ha4MM edekt Bbphy EKI" mapamerpure, Bkmtountento QT,
QTec, PR u QRS unrepsana npu nanuentu c' JIP. B o6croitno QTc nmpoy4Bane npu 31paBu
nm00poBOJIITH TIpH 103U 10 40mg THEBHO HE ce HaOIroaBa MOTSHIINAN 3a yabbkaBane Ha QTc
HMHTEpBaa.

THeouampuuna nonyrayus

[IpoBenenu ca qBe KPAaTKOCPOUHU PaHIOMHU3UPAHH, TBOHHOCIICITH, TUTAIIe00-KOHTPOIHUPAHT
MPOYyYBaHUs 33 SPUKACHOCT M OE30MacHOCT ¢ (huKcUpaHa 103a (BopTuokceTrH 10 mg/nex u

20 mg/neH) u akTUBEH pedepeHTEH MPOAYKT ((hIyOKCETHH); €IHO TIPH JIela Ha BB3pacT 7 A0

11 rogunu ¢ I'/IP u enHo npu roHouu Ha Bb3pact 12 no 17 rogunu ¢ I'/IP. [IpoyuBaHusiTa BKItOUBaT
4-ceqMUYEH eIMHUYHO 3aClieNeH BhBEIKIAI IIEPUO/] C IJIae0o0 U ChC CTaHIapTU3HpaHa
MICUXOCOIMATHA MHTEPBEHIINA (AIUEHTH, JIEKYBaHU B MMPOYYBAHETO MpH Aemna N=677, B IpOyIBAHETO
pu Bb3pacTHU N=777) 1 ca paHIOMH3UPAHU CAMO HEPECTIOHAEPH OT BBBEKIAIINS TIEPHOT
(npoyusane mpu jgemna N=540, mpoyuBaHe mpu Bs3pacTHU N=616).

[Ipu npoyuBaneTo npu Aeua Ha Bb3pacT 7 1o 11 roquHy HsIMa CTaTUCTUYECKH 3HAYMMa PasJikKa 1o
OTHOIIEHHUE Ha 00Imms eekT oT aBeTe 1031 BopTHOKceTHH 10 u 20 mg/neH u miarnedo Bb3 OCHOBA Ha
oO0IIHMst CKOp MO CKayaTa 3a OlleHKa Ha Jienpecus npu jaena — npepadorena Bepcus (Children’s
Depression Rating Scale-Revised, CDRS-R) Ha ceamunia 8, kaTo HUTO aKTUBHHAT pedepeHTeH
poaykt (dryokcernH 20 mg/neH), HUTO OTHAENHNTE 103U BopTrOKceTHH (10 u 20 mg/neH) moka3sat
HOMUHAJIHO 3HaYUMa pa3iiuka cipamMo maneo. KaTto msuio npoduiabT Ha HexKenaHUTE ChOUTHS Ha
BOPTHOKCETHH TIPH JICTIa € CXOJICH ¢ HAOJII0JaBaHus TIPH Bb3PACTHH, C U3KIIFOUEHUE Ha ITO-BUCOKATA
YyecToTa Ha ChoOIIeH!s 3a abJoMuHaIHa Ooska pu fena. Yecrorata Ha MpeKpaTsIBaHEe HA JICUCHUETO
ropajay Hexenanu crouTtus e 2,0% mpu manueHTy Ha JiedeHre ¢ BoptuokceTnd 20 mg/neH, 1,3% npu
neueHue ¢ Bopreokcetur 10 mg/neH, 0,7% npu npuioskeHUE Ha T1aledo 1 HaMa Ciiydad Ha
IpeKpaTsBaHe Ha JieueHHeTo ¢ QuyokceTnH. Hail-uecto choOuiaBanuTe HesKeNIaHU CHOUTHS B TPYIIUTE
Ha JIeueHHEe C BOPTUOKCETHH ca rajieHe, II1aBo0oiiie, HOBPbLIaHe, 3aMasHOCT U a0oMHUHAIHA O0JIKa.
YecroTara Ha rajieHe, MOBphINAHE U a0JOMHHAIHA 0OJIKa € TI0-BHCOKA B TPYIUTE Ha JICUCHHE C
BOPTHOKCETHH, OTKOJKOTO B rpynara Ha miane6o. CynnunHa naeanus v IoBeIeHHE ca ChoOIaBaHu
KaTo HEeXKeJIaHU ChbOUTHS 1O BpeMe Ha 4-CeAMUYHMS eIMHUYHO 3aciielleH BbBeXxaall nepuoy (mamnedo
2/677 [0,3%]) u mo Bpeme Ha §-ceAMHUYHUS TIEpUOI Ha JedeHune (BoptuokcetnH 10 mg/nen 1/149
[0,7%], mname6o 1/153 [0,7%]). OcBen ToBa ce ¢choOIIaBa 3a ChOMTUETO ,,HeCTICIIU(DUIHN aKTUBHU
CyMLMIHM MUCIK™ OT onieHkarta o C-SSRS npu 5 nauuenT no BpeMe Ha 8-ceIMUYHUSA TIEPUO HA
neuenue (Boptuokcetns 20 mg/aen 1/153 [0,7%], mmamne6o 1/153 [0,7%] n dxyoxcernn 3/82 [3,7%]).
CyunuaHaTa uaeanys U IoBeIeHHe, I3MEPEHU ChC cKajlaTa 3a OI[CHKA Ha TEXKECTTa Ha CYyUIUTHH
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nposieu Ha KomymOwuiickus yausepcuret (Columbia-Suicide Severity Rating Scale, C-SSRS), ca
CXOJIHH MEXIy IPYIHTE Ha JICUCHHE.

B npoy4BaneTo mpu 10HOIIM Ha Bb3pacT 12 10 17 roarHu BOPTHOKCETHH HE MIPEBB3XO0XKIA
CTaTUCTUYECKU 3HAUMMO Tane6o Huto mpu 10 mg/nen, auto npu 20 mg/aeH, Bb3 0CHOBA Ha 00
CKOp TIO CKajiaTa 3a OIleHKa Ha Jierpecus npu jena - npepadoreHa epcus (Children’s Depression
Rating Scale-Revised, CDRS-R). AkTuHusT pedepenten npoaykt (puryokcerun 20 mg/neH) ce
pa3nn4aBa 3HAYMUTEITHO OT Mianedo Bb3 ocHoBa Ha obmms ckop mo CDRS-R. Kato usno npodunsT Ha
HEeXXellaHUTE PeaKIMi Ha BOPTHOKCETHH IIPH FOHOIIIH € CXOJIEH C HAOI0JaBaHusl PH Bb3PACTHH, C
M3KITIOYEHNe Ha TI0-BUCOKAaTa YeCTOTa Ha ChOOIIEHHS MTPH FOHOIIN, OTKOJIKOTO TP BB3PACcTHU, 32
abnoMuHanHa O0JIKa, M CyUIUIHA uaeaus. YectoTaTa Ha MpeKpaTsIBaHe Ha JICYCHUETO TTOPaIN
HEeXellaHW ChOuTHs (TJIIaBHO CYUIIMIHA UCalns, TaJicHe U MOBPhIaHe) € Hall-BUCOKA MPH MAI[UeHTH
Ha JiedeHne ¢ BoptauokceTud 20 mg/nen (5,6%) B cpaBHeHne ¢ BoptuokceTrH 10 mg/nen (2,7%),
(dayoxcerun (3,3%) u mianedo (1,3%). Haii-uecto choOIIaBaHUTE HEXKEJIAHU CHOUTHS B TPYIUTE HA
JieYeHre ¢ BOPTHOKCETHH ca TajieHe, MoBpbIane 1 riaBodoine. CyuuaHa naeanys 1 moBeieHue ca
ChOOINABaHU KATO HEXEJaHH ChOUTHUS KAaKTO IO BpeMe Ha 4-CeIMHYHUS STUHUYHO 3aclieneH
BBBeXxam nepuoy (turaredo 13/777 [1,7%]), Taka u o Bpeme Ha 8-CeIMUYHHS MTEPHOJ Ha JICUCHHE
(Boptrokcerun 10 mg/nen 2/147 [1,4%], Boptuokcerun 20 mg/nen 6/161 [3,7%], nyokcerun 6/153
[3,9%], mname6o 0/154 [0%]). CyununnaTa unaeanus u nosenaeHue, namMepenu ¢ C-SSRS, ca cxomau
MEXJly TPYITUTE Ha JICUCHHE.

Brintellix He Tps0Ba /1a ce U3MOJI3BA NPH METUATPUUHHU HAIIMESHTH (Ha BB3pacT 1o 18 roauHu) ¢
TOJISIMO JIETIPECUBHO Pa3CTPOICTBO (BXK. ToukKa 4.2).

EBpomnelickaTa areHuus o JiekapcTBaTa 0CBOO0KAaBa OT 3aABJDKCHUETO 3a IIPEJOCTaBsSIHE Ha
pe3yNTaTuTe OT MPOYYBAHUS C BOPTHOKCETHH MPH TOISIMO JAETIPECUBHO Pa3CTPONUCTBO MPH JeTa Ha
BB3pACT MO 7 TOAWHM (BXK. Touka 4.2 32 HHPOpMAIHI OTHOCHO yIoTpeda B eIUaTpHsITa).

5.2 ®apmakoKMHETHYHHU CBOHCTBA

Abcopbuus

BoptuokceTun ce abcopbupa 6aBHO, HO TOOpE MPU MEPOPATHO MPHUIIOKESHHUE U ITUKOBATa MY TIa3MEeHA
KOHLICHTpalUs ce JocTura B pamkute Ha 7 1o 11 yaca. Cnen MHOTOKpaTHU 1034 OT 5, 10 miu 20
mg/nen ce HaOmoaaBar cpeaHu CmaxcToitHOCTH OT 9 10 33 ng/ml. AGcomroTHATa OMOHATMYHOCT €
75%. He ce nabmoaBa epexT BpXy (papMaKOKHMHETHKATA MPH MIPUEM Ha XpaHa (BXK. Touka 4.2).

PasnpenencHue
Cpennusar obem Ha pasnpeneneHue (V) e 2,600 1, moka3Bal eKCTEH3UBHO €KCTPaBacKyJIapHO
pasnpeneneHue. BopTHOKCETHH ce CBbp3Ba BbB BUCOKA CTEIEH C Mia3MeHuTe nporennu (98-90%) u

CBBP3BAHCTO U3TJICK A € HE3aBUCHUMO OT INIa3MCHUTE KOHLICHTpalluu Ha BOPTHOKCETHH.

Buorpanchopmars

BopTuokcetun ce Mmetabonu3upa eKCTCH3UBHO B YEPHUS OPO0, MPEIUMHO Upe3 OKUCIICHUE,
karanu3upano or CYP2D6 u B no-mainka crenier CYP3A4 / 5 u CYP2C9, 1 nociensaiio KOHIOTHpaHe
C TIIOKYPOHOBA KHCEIHHA.

[Ipu npoy4BaHus Ha JIEKAPCTBEHU B3aUMOJICHCTBUS HE Ce HAOJIF01aBa MHXUOUPAIT] WM UHIYIIUPAII]
edext Ha BopTHOKCceTHH 10 oTHoIeHne Ha CYP m3oenzumute CYP1A2, CYP2A6, CYP2B6,
CYP2CS, CYP2C9, CYP2C19, CYP2D6, CYP2E1 mn CYP3A4/5(sx. Touka 4.5). BopTHokceTuH €
cinab P-gp cyOcTpar u uHXHOUTOP.

OCHOBHUSAT METa0OJUT Ha BOPTUOKCETHH € (PapMaKOJIOTHYHO HEAKTHBEH.
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Enuvunupane

CpemHusT NOyKUBOT Ha SIIMMHHHAPAHE U TICPOPATHUAT KIUPHHC, CHOTBETHO ca 66 daca u 33 1/gac.
[IpubnusuTento 2/3 0oT HEAKTUBHUTE METAa0O0JIMTH Ha BOPTUOKCETHH CE €KCKPETHUPAT C YPUHATA U
okoJio 1/3 ¢ pexanuute. CaM0O HE3HAYUTEIIHU KOJIUIECTBA BOPTHOKCETHH CE OT/IENS C (heKaTHUTE.
[1na3meHn KOHIIEHTPAIMH B CTAIIIOHAPHO CHCTOSIHUE CE JOCTUTAT CIIEH 2 CEIMUIIH.

JInHeHOCT/HEMMHENHOCT

dapMakOKWHETHKATA € JIMHECHHA U BpEMEBO HE3aBHCHMa B IIPOYUYBAHHMS TO30B AMANa3oH (2,5 10
60mg/neH).

B cpoTBeTCTBHE ¢ TIOMYKHBOTA, HHACKCHT Ha KyMyJIupane ¢ 5 mo 6, 6azupan Ha AUC.24nciren
MHOTOKPATHH JI034 OT 5 10 20mg/neH.

Crenuanaiy nonyJanuu

Tayuenmu 6 cmapuecka 6v3pacm

[Ipu 31paBu 10OpOBOINIIM B HApeaHATA BB3PacT (Ha B3pacT >65 ronuau; n=20), eKCIIO3UIUATa Ha
BOpPTHOKCETHH ce yBenmm4H 110 27% (Cmax u AUC) B cpaBHEHHE C MJIaIW 3[[paBH KOHTPOIH (Ha
BB3pacT <45 roAuHU) clie] MHOTOKpaTHU 103U oT 10 mg/neH. Hali-uuckara ehekTUBHA 1032 JHEBHO
OT 5 mg BOPTUOKCETHH, TPsOBa BUHATH JIa CE U3II0JI3BA KAaTO Hava IHATa J03a IPU MAIlMeHTH >65
ronuHu (BX. Touka 4.2). HeoOXoauMo € TOBUIIEHO BHUMAaHNE, KOTaTo CE MPEIITUCBAT 03U I10-
BHCOKH OT 10 mg BOPTHOKCETHH BEIHBK JHEBHO MPHU MAITUEHTH B CTApUYECKa BB3pacT (BXK. TOUKa 4.4).

bvopeuno ygpescoane

Cren emnanYHA 1032 OT 10 mg BOPTHOKCETHH, OBOPEYHOTO yBpEXKIaHe, OIICHEHO 1o (hopMyraTa Ha
Cockcroft-Gault (;1eko, ymepeHo Win TeXKo, =8 3a BCsAKa rpyna), MpeIu3BUKa HEe3HAYNTETHH
yBenndeHus Ha excrozunusara (10 30%) B cpaBHEHUE ChC CHOTBETHUTE 3ApaBu KOHTpoIH. [Ipu
NAIWEHTH C TEPMUHATIHA ObOpEeYHa HEJIOCTATHYHOCT, CAMO MaJIKa YacT OT BOPTHOKCETHH Ce TYOHU 110
Bpeme Ha nuanu3ara (AUC 1 Cpax ca cboTBeTHO 13% 1 27% 1mo-HuCcKH; n=8) clie]] eAMHUYHA 1032 OT
10 mg BopTHOKceTHH. He ce Hanara kopurupane Ha J03aTa Bb3 OCHOBa Ha ObOpedHaTa QyHKUUS (BK.
Touka 4.2 u 4.4).

Yeprodpobro yepescoane

®dapmakokuHeTHKaTa pu HHABUIU (N = 6-8) ¢ JIeKO, yMEPEHO MM TEXKKO YEPHOAPOOHO yBpEeXKIaHE
(Child-Pugh croTtBeTHO KIitac A, B mn C) e cpaBHeHa ¢ Ta3u pu 3apaBu qo0poBoiiy. [IpomenuTe B
AUC ca ¢ no-manko oT 10% mo-HUCKK CTOWHOCTH MPU MHAWBUAM C JIEKO WIIK YMEPEHO YePHOAPOOHO
yBpexaane u ¢ 10% Mmo-BUCOKM CTOHHOCTH NMPU HHIUBUIN C TEKKO YSPHOAPOOHO YBPEKIAHE.
[IpomenuTte B Cax €a ¢ mo-Majko oT 25% Mo-HUCKK CTOHHOCTH NP BCHUKH TpynH. He ce Hamara
KOpHUTHpaHe Ha JI03aTa Bh3 OCHOBA Ha YepHOApoOHaTa GpyHKius (BxK. Touka 4.2 u 4.4).

CYP2D6 cenomun

[Ina3mMeHaTa KOHLIEHTpaLUs Ha BOPTUOKCETHH € IPUOIM3UTENIHO JBa IBTU I10-BUCOKA IIPU cl1abu
CYP2D6 metabonun3aTopy, OTKOJIKOTO NPH €KCTEH3UBHUTE MeTa0oIM3aTopH. ENHOBpeMEeHHOTO
npunarane Ha MOITHUCYP3 A4/2C9 naxuburtopu npu cnadbuCYP2D6 merabonu3atopy MOTEHIIMATHO
MOXe€ J1a JOBEJIE 0 ITO-BUCOKA EKCITO3UIINA (BXK. TOUKa 4.5).

[pu m3knrountenno 6bp3u CYP2D6 MeTabonuzaropu, mia3MeHaTa KOHIISHTPAIUS Ha BOPTUOKCETUH
10 mg/nen e MexIy Te3H, OTyUYEeHU IPH eKCTCH3UBHUTE MeTa0oInu3aTopu pu 5 mg/nen u 10
mg/nieH.

B 3aBHCHMOCT OT MHAMBHIYaTHUSI OTTOBOP MOKE J1a c€ 0OMHUCIIN KOPUTHpaHe Ha Jo3aTa. (BXK. TOUKa
4.2).
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Ileouampuuna nonyrayus

(DapMaKOKI/IHeTI/IKaTa Ha BOPTUOKCCTHUH IIPU NIEAUATPUYHU MMALTUCHTH C I'OJIAMO JCTIPECUBHO
Pa3CcTpONCTBO cliell IepOpaIHO NMPUIIOKEHHE Ha OT 5 10 20 mg BeAHBXK AHEBHO € XapaKTepu3upaHa ¢
MOMOIITA HAa aHAJIM3H MPH MOMYJIAIMOHHO MOJICTUPAHEe, Bb3 OCHOBA HA TAHHUTE OT SIHO
(hapMakoKHHETHYHO MpoyuBaHe (7-17 ronuHN) M IBE MPOYUIBAHUS 32 e(PUKACHOCT U O€30TaCHOCT
(7-17 ronunn). ®apMakOKMHETHKATA HA BOPTUOKCETHH MPH METUATPUYHU AIIMCHTH € CXO/HA C
HaOTI0JTaBaHATa MPU BH3PACTHH MAUEHTH.

5.3 IlpeakJMHUYHU JAHHHU 32 0€30MACHOCT

[IpunaraneTo Ha BOPTHOKCETHH MPH IIPOYUYBAHMS 32 00IIa TOKCHYHOCT IIPH MUIIKH, ITBXOBE M KydeTa
€ CBBP3aHO TNIaBHO C KIIMHUYHN CHMIITOMH, OT CTpaHa Ha [IeHTpajHaTa HEpBHA cHCTeMa. Te BKIIOYBAT
OTJCTISIHE Ha CIIOHKA (MUTBXOBE M KydeTa), pa3lpsBaHe Ha 3eHULUTE (Ky4yeTa) U ABa Cilydas Ha
npunaxbly Ipy KydeTa B IporpaMara 3a o0Ia TOKCHYHOCT. 3a NpUnaIblyTe € YCTAHOBEHO HUBO 0€3
edeKT chCc ChOTBETHA IPaHMIA Ha OE30IIaCHOCT 5, KaTo ce UMa MpeIBUA MaKCUMaIHaTa
NpenophYHTENIHA TepaneBTHYHA 1032 oT 20 mg/neH. TapreTHata opraHHa TOKCHYHOCT € OTrpaHHYCHa JI0
0B0peny (MTbX0Be) U YepeH Apod (MUIIKK U ITbX0Be). [IpoMeHnTe B Ob0peruTe MpH ITEX0BE
(rmomepynonedput, Or0peuHa TyOyIapHa OOCTPYKIIHSI, KPUCTATHHU OTJIaraHus B ObOpeUHUTE TYOYIIN) U
B YUEPHUS Ipo0 MPU MHIIKH U TUIBXOBE (XemaTolenyiapHa XUnepTpodusi, XenaTouTHA HEKPO3a,
XUIEPIUIa3Hus Ha KI'bUHUS KaHaANI, KPUCTAJIHU OTJIaraHusl MaTepuall B KITbYHUTE IBTUINA) Ce
HaOII01aBaT MpU eKCIO3UIMY, ToBeye oT 10 mbT (MULIKK) U 2 IBTH (TTBXOBE) T €KCIIO3ULHUATA [IPU
X0pa Ipy MaKcuMaltHaTa MpernopbhbUnuTelIHa TeparneBTu4Ha J103a ot 20 mg/neH. Te3n HaxOJAKH OCHOBHO
ce MPUITUCBAT Ha crienn(pUIHa 32 TPHU3aUnTe, CBbP3aHa C BOPTHOKCETHH, OOCTPYKIHsI Ha ObOpeYHUTE
TyOYJIH ¥ >KITBYHUTE IBTUILNA OT KPUCTATIHU OTJIATaHUs U CE CUMUTAT 32 HUCKO PHUCKOBH IIPH XOpa.

BopTHokceTHH HE € TeHOTOKCHYEH NP CTaHAapTHa OaTepusi OTinvitro n invivo TeCTOBE.

BB3 ocHOBa Ha pe3ynTaTUTe OT 2-TOJUIITHO KOHBEHITMOHAIHO MPOYYBAaHE 32 KAPIIMHOTCHHOCT MPH
MUIITKA WIH TUTHX0BE, C€ CUNTA, Y€ BOPTHOKCETHH HE MPEACTABIISIBA PUCK 32 KAPIIMHOTEHHOCT MIPU
xopara.

BopTrokceTnH HAMa eQeKT BEpXY (GepTmInTeTa, YU TOCBAHETO, PETIPOLYKTUBHUTE OPTaH! WIN
MOp(bOJIOI‘I/IHTa " IMMOABUKHOCTTA Ha CIEPMATO30MAUTE ITPHU IIIBXOBE. BOpTI/IOKCGTI/IH HE € TCPATOTCHECH
IIPH TUTBXOBE WIIM 3ai1iK, HO € HaOJII0jaBaHa penpoIyKTUBHA TOKCUYHOCT,KAaTO €(EKTH BBPXY TErJI0TO
Ha TuIoa 1 3a0aBeHa OCU(UKAIHs, IPU ITHX0BE IPH EKCIIO3UIUH MoBede OT 10 MbTH eKCIIONUIHIATA
IIpH XOpa MpH MaKCHMaJlHaTa MpenopbhunTeNiHa TepaneBTnyHa 1o03a oT 20 mg/nen. [lonobnu edextu ca
HaOII0IaBaH! NPH 31K P CyOTepaneBTHIHA eKCIIO3UIIUSI.

B npe- 1 mocTHATAHE IPOYYBAHUS TIPH ILUTHXOBE, BOPTHOKCETHH € CBHP3aH C TIOBHUIIICHA CMBPTHOCT
P MAJIKKTE, HAMAJICHO Ha/iJJaBaHe Ha TErjio U 3a0aBEHO pa3BUTHUE MPU 103U, KOUTO HE BOJAT JI0
TOKCHUYHOCT MPH MalkaTa, ¥ IPU €KCIIO3UIIHS [TOI00HA Ha Ta3H, JOCTUraHa MPH XOpa CIIe MpriaraHe
Ha BopTHOKceTnH 20 mg/neH (BXkK. Touka 4.6).

BemiecTBo, CpoHO Ha BOPTHOKCETHH, C€ OTIEISI B MIIIKOTO Ha JIAKTHPAITH TUTEX0BE (BXK. TOUKa 4.6).
B npoyuBanus 32 TOKCUYHOCT MPU MJIAIU IUTbXOBE, BCHUKU HAXOAKU CBBP3aHU C JICUCHUETO C
BOPTHOKCETHH, Ca B ChOTBETCTBHUE C TE3H, HAOIOIaBaHU TIPU BH3PACTHH KUBOTHHU.

[IpoyuBanusiTa 3a oLeHKa Ha 0€30MaCHOCTTa 32 OKOJHATA Cpella MOKa3BaT, 4Ye BOPTHOKCETHH UMa
MIOTEHIUAI Ja ObJIe YCTOMYNBO, OMOKYMYIUPAIIO U TOKCUYHO 32 OKOJIHATA Cpefia BEIIECTBO (PHUCK 3a
pubute). Benpeku ToBa, pu MpenophUIATeTHATa YITOTpeOa IpH MalUeHTH, CE CUNUTA, Y€ BOPTHOKCETHH
MpPeICTaBIIsIBa HE3HAYUTEIICH PHUCK 32 BOJHATA U CyX03E€MHa cpenia (BxK. Touka 6.6).
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6. DAPMAIIEBTUYHU JAHHHU
6.1 Chaucbk Ha NOMOIIHHUTE BeLIECTBA

Brintellix 5 mg dbwimupanu TabiIeTKu
Aopo na mabremrxama

ManwuTton

MukpokpucTaliHa [eTyJ103a
XUIpOKCUTIPOTIHIIIIEITYI03a

Harpues HumecteH rimkosat (T A)
Maruesues cTeapat

Tabremna obeuska

Xunpomenosa

Makxkporon 400

Turanos muokcun (E171)
JKenesen oxcun, uepseH (E172)

Brintellix 10 mg ¢dunmMupanu tabIaeTku
AHopo na mabremxama

ManwuTon

MuxkpoxkpurcTaita 1enyino3a
XHUJIPOKCUIIPOIUILIENTYII03a

Hatpues HumecteH riukonar (Tum A)
Marsnesues creapar

Tabremna ob6uska

Xunpomenosa

Makporoxn 400

TuranoB nuoxcun (E171)
Kenesen oxcu, kbuaT (E172)

Brintellix 15 mg dbwimupanu tabieTKu
Aopo na mabremrxama

Manuron

MukpokpucTanHa neinyio3a
XUIPOKCUIPOMUILIENTYI03a

Harpues aumecten rimkosat (T A)
Marunesues cTeapat

Tabremna obeusrka

Xumnpomenosa

Makxporon 400

Turanos muokcun (E171)
Kenesen oxcum, uepseH (E172)
XKenesen oxcun, 61t (E172)
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Brintellix 20 mg dbwimMupanu TabIeTKH
Aopo na mabremrkama

Manunron

MUKpOKpHCTaTHA [EeNyI03a
XUIpOKCUTIPOTIHIIIEITYIO3a

HatpueB HumiecteH rimkonar (Tur A)
Maruesues cTeapat

Tabnemua obsuexa

Xunpomenosa

Makporon 400

Turanos muokcun (E171)

Kenesen oxcun, uepsen (E172)

6.2 HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

4 ronuHU

6.4 CrhenuanaHu yca10BHMA Ha CbXpaHeHUe
To3u nexapcTBEH NPOIYKT HE U3UCKBA CIIEIUATHU YCIOBUS 332 CbXpaHEHHE.
6.5 Buau chabpkaHue HA ONMAKOBKAaTAa
Brintellix 5 mg dunmupanu TabieTku

baucrep: npo3pauen; PVC/PVdAC/anymunues 6mucrep.
OmnakoBku ot 14, 28 1 98 punmupanu TabneTKH.

IMepdopupanu Onucrepu ¢ eauandan 103u:/PVC/PVAC/anymunmii
OmnakoBku oT 56 x 1 1 98 x 1 Punmupanu TadbneTku
I'pymoBa onakoBka, ceappxama 126 (9x14) u 490 (5x (98x1)) dbunmupanu TabneTKy.

OmnakoBka 3a TaOJeTKH: monueTHiIeH ¢ Bucoka misTHOCT (HDPE)
OmnakoBku ot 100 u 200 punmupanu TabneTKu

Brintellix 10 mg dbwimMupanu TabiIeTKH
Bmcrep: npospauen; PVC/PVAC/anymunues Gimcrtep.
OmnaxoBku ot 7, 14, 28, 56 u 98 ¢punmupanu TabIeTKH.

[epdopupanu 6nucrepu ¢ enuanyau g03u:/PVC/PVAC/anymunmii
OmnaxoBku oT 56 x 1 1 98 x 1 ¢punmupanu TabIeTKH
I'pymnoBa omakoBka, ceabpikamia 126 (9x14) n 490 (5x (98x1)) dunmupann TaOJICTKH.

OmnakoBka 3a TabNeTKH: noJueTHiieH ¢ Bucoka mrstHocT (HDPE)
OmakoBku ot 100 u 200 prmMupanu TabaeTKH

Brintellix 15 mg dbwimMupanu TablIeTKH
Bbmuctep: npospauen; PVC/PVdAC/anymunanes 6nuctep.
OmakoBku ot 14, 28, 56 u 98 dpunmupann TaOJICTKH.
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[Mepdopupanu 6nucrepu ¢ enuanyau g03u:/PVC/PVAC/anymunmuii
OmnaxoBku oT 56 x 1 1 98 x 1 ¢punmupanu TadbIeTKu
I'pymoBa omakoBka, chabpikama 490 (5x (98x1)) dunMmupann TaOICTKH.

OnakoBka 3a Ta0NeTKH: MoyMeTwIeH ¢ Bucoka mibTHOCT (HDPE)
Omnaxoku ot 100 u 200 dpunMupanu TabIeTKH

Brintellix 20 mg dbwimMupanu TabIeTKH
Bbmuctep: npospauen; PVC/PVdAC/anymunnes 6nuctep.
OmakoBku ot 14, 28, 56 u 98 dpunmupann TaOJICTKH.

[epdopupanu 6nucrepu ¢ equanunu 103u:/PVC/PVAC/anymunnii
OmakoBku 0T 56 X 1 1 98 X 1 dhuamMupanu TadIeTKH
I'pynoBa omakoBka, chabprkaima 126 (9x14) u 490 (5x (98x1)) bunmupanu TabIeTKy.

OrmakoBKa 3a TaOJICTKH: IMOJTUETHIICH ¢ Bucoka ITbTHOCT (HDPE)
OmakoBku ot 100 1 200 prmMupanu TabIeTKH

He Bcuuku BUIOBE OMTAKOBKHM MOTAT Jia OBJIaT IyCHATH B IpOaxoa.

6.6 CrnenuajaHu npeana3Hu MepKH MPH U3XBbPJIsiHE

To3u ekapcTBeH MPOAYKT MOXKE JIa TIPEICTABIIABA PUCK 32 OKOIHATA cpeaa (BXK. Touka 5.3)
Hewusmnon3sanusar JICKapCTBCH MPOAYKT WJIN OTHAABYHUTE MaTCpUaI OT HET'O TpSI6Ba Ja C€ U3XBBPJIAT
B CBbOTBETCTBUEC C MECTHUTEC U3UCKBaHUA.

7. HNPUTEXATEJ HA PABPEHIEHUETO 3A YIIOTPEBA

H. LundbeckA/S

Ottiliavej 9

2500 Valby

Janus

8. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

Brintellix 5 mg dmwiMupanu tabiaeTku

EU/1/13/891/001-007
EU/1/13/891/037-038

Brintellix 10 mg ¢dunmupanu tabIeTku

EU/1/13/891/008-017
EU/1/13/891/039

Brintellix 15 mg dbwimupanu TabIeTKu

EU/1/13/891/018-026

Brintellix 20 mg dbwiMupanu TabIeTKH

EU/1/13/891/027-035
EU/1/13/891/040
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9. JATA HA ITBPBO PAZPEINABAHE/IIOJHOBABAHE HA PASPEIIEHUETO 3A
YIHOTPEBA

Hata Ha mepBO paszpemanane: 18 qexkemBpu 2013 T.
Hata na nocienno noguossisane:20 HoemBpu 2018 T.

10. JATA HA AKTYAJIN3UPAHE HA TEKCTA

ITonpoOHa wHGOPMAITHS 32 TO3W JCKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcalita Ha EBponefickara
areHIus 1o JekapcTBaTa http://www.ema.europa.eu.
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1. HUME HA JIEKAPCTBEHMUSA TPOAYKT

Brintellix 20 mg/ml mepopanxau Kanku, pa3TBOp

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bceku MUTMIIUTBD OT pa3TBOpa ChAbpKa BopTHOKceTHH (D, L)-nakrat, ekBuBanieHTeH Ha 20 mg
BOPTHOKCETHH (vortioxetine).

Bcesika xanka cpappika BopTrokceTH (D,L)-makraT, ekBUBaJeHTeH Ha 1 mg BOPTHOKCETHH.
ITomonHy BemecTBa ¢ U3BECTHONEICTBHE
Bcesika xanka ceabpxa 4,25 mg eTaHod.

3a IBIHKS CHUCHK Ha IIOMOIIHUTE BEIIECTBA BIKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA
[lepopannu kanku, pa3TBop

buctep, mouTn Oe3mBETEH 10 JKBIATCHUKAB Pa3TBOP

4. KJIMHUYHU JAHHU
4.1 TepaneBTUYHM NOKA3AHUSA
Brintellix e noka3an 3a jieueHUE Ha T'OJIEMHU JACTIPECUBHH €ITU30/U NIPU Bh3PACTHHU.

4.2 Jo3upoBKka 1 HAYMH HA NPUJIOKEHHE

20314[20131(3

Hauannara u npenoprumrtenHa go3a Brintellix e 10 mgBOpTHOKCETHH BEAHBK JHEBHO MIPH BH3PACTHH

mox 65 roguHu.

B 3aBucumocT ot WHIWBUAYAJTHHUA OTTOBOP HaA IMAIMCHTA, 103aTa MOXKE Aa C€ YBCINYU MaKCUMAJIHO

10 20 mg BOPTHOKCETHH BEIHBK JTHEBHO WM J]a CE HAMAJH JI0 MUHUMYM 5 Mg BOPTHOKCETHH
BEJIHBX JHEBHO.

5 mg OTroBapsT Ha 5 Kanku

10 mg otroBapsT Ha 10 kanku
15 mg otroBapsT Ha 15 xanku
20 mg otroBapsT Ha 20 Kanku

CHCI[ OBJIaAsABAHC HAa ACMIPCCUBHUTC CUMIITOMU € NPECTTOPBHUUTECIIHO JICUHCHUC B IMTPOABJIKCHUC HA ITIOHE

6 Mecelna 3a 3aTBBPKIaBaHe Ha aHTHICIIPECHBHUS OTTOBOP.
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IIpekparsBaHe Ha JICYCHUETO

Moske 1a ce 0OMECITTH ITOCTETIEHHO HaMalsIBaHe Ha /103aTa, 3a Ja ce N30erHe Bb3HUKBaHE Ha
CHUMIITOMH Ha oTHeMaHe (BX. Touka 4.8). Jlanaute obade ca HEAOCTATHYHH, 32 JIa CE NaJaT KOHKPETHU
MPETIOPHKHU 3a CXeMaTa Ha TIOCTENICHHO HaMallsiBaHe Ha J03aTa NPy MalMeHTH, JieKyBanu ¢ Brintellix.

Crenuaiasy IonyJIainu

Tlayuenmu 6 cmapuecka v3pacm

Haii-nuckara eekTHBHA /1032 OT SME BOPTUOKCETHH BEAHBK JHEBHO BUHATH TPSIOBa Jla ce M3I10JI3Ba
KaTo HavaJiHa J103a MPH MaIUEHTH > 65-roauiiiHa Bb3pacT. [IpenopbsyBa ce NOBHUIIICHO BHUMAaHHUE MTPH
JICUCHUE HA TIAIIMEHTH > 65-TOMUINHA BB3PACT C 03U MO-BUCOKH OT 10 mg BOPTHOKCETHH BETHBK
JTHEBHO 3a KOSATO TAHHUTE Ca OTpaHudYeHH (BXK. Touka 4.4).

Lumoxpom P450 unxubumopu

B 3aBHCHUMOCT OT HHIUBHTyaHUS OTTOBOP HA MAI[HEHTA, MO-HUCKA 1032 BOPTHOKCETHH MOXE Ja ce
AMa TIPEABHUI, aKO KbM JICUCHHETO C BOPTHOKCETHH ce m00aBu MomieH CYP2D6 uaxuburop (Hamp.
OynponuoH, XUHUMH, (JTyOKCETHH, MAPOKCETHH) (BXK. TouKa 4.5)

Lumoxpom P450 unoyxmopu

B 3aBucumocT ot WHIWBUAYAJIHHUA OTTOBOP HaA MAalMCHTA, KOPCKIMA Ha 103aTa Ha BOPTUOKCETHUH
MOIXKE Jia C€ uMa NpCABU, aKO KbM JICUCHUCTO C BOPTUOKCETHUH CE ILO6aBI/I HeCHeHI/I(I)I/ILICH UTOXPOM
P450 nanyxTop (Hamp. pudamMnuimH, kapbaMazenuH, GeHUTONH) (BXK. Touka 4.5).

Tleouampuuna nonyrayus

Brintellix He Tps0Ba 1a ce U3MON3BA MPU MTETUATPUYHN TAIIMEHTH (Ha Bh3pacT 1o 18 ronuHu) ¢
TOJIIMO JAenpecuBHO pascTpoiictBo (I'/IP), Thit kaTo erkacHOCTTA HE € T0Ka3aHa (BXK. Touka 5.1).
BesonacHocrTa Ha Brintellix npu neauaTpuyHu nanueHTH € onvcaHa B Touka 4.4, 4.8 u 5.1.

bvbpeuno unu ueprnodpobno yepescoane
He ce nanara kopurupase Ha Jj03aTa Bb3 OCHOBa Ha ObOpedHaTa WK YepHOApoOHaTa QYHKIUS (BK.

Touka 4.4 u 5.2).

Hauny Ha npuioxeHue

Brintellix e 3a mepopanHo nmpuinoxxeHue.
[lepopanHuTe Kanky Morar Ja ce IpueMar chC Wik 0e3 XpaHa.
[lepopanHuTe KalKy MOTaT J]a C€ CMECBAT C BOJA, COK MIIH IPYTH 0€3aIKOXOHN HAITUTKA

ByTtunkara TpsioBa a ce 00BpHE C TBPIOTO HANOMY. AKO HE TIOTEKAT KalKku, MOXKe J]a TOTyIaTe JIEKO
OyTumikara, 3a /1a 3aro4He U3THYAHETO.

4.3 IIpoTuBONOKA3aHUA

CBpBXUYYBCTBUTEIIHOCT KbM aKTUBHOTO BEIIECTBO WIIM KbM HSIKOE OT IIOMOIITHHUTE BEIIECTBA,
n30pocHH B TOUKa 6.1.
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EnHOBpeMEHHO MPUIIOKEHUE C HECENICKTUBHY MHXUOUTOPY Ha MOHOaMUHOOKcuaazara (MAO
WHXUOUTOPH) MK ceneKTuBHU MOA-A nHXnOuTOpY (BK. TOUKa 4.5).

4.4 ChnenuajaHu npeaynpexaeHus U NpeANasHu MepKH MPHU ynoTpeda

Yuorpeba npu e uaTpuyHaTa monyiaaius

Brintellix He Tps0Ba 1a ce U3MoI3Ba MpH Aela U IOHOIIHM Ha Bb3pacT 7 1o 17 ronunu ¢ ['/IP, Thit kaTo
e(uKacHOCTTA HE € JToKazaHa (BX. Touka 5.1). Karo msimo mpoduirbT Ha HexXeNnaHUTe peakiiny Ha
BOPTHOKCETHH TIPH JIeTia ¥ FOHOIIH € CXOJIeH C HaOIf01aBaHus IpH BB3PACTHH, C M3KIIIOYSHHE Ha T10-
BHCOKa YECTOTa Ha CHOUTHS, CBbP3aHU C a0IOMHHAIIHA 0OJIKa, U ITO-BUCOKA YECTOTa HA CYHIIUIHA
ujeanus CrelnralIHo Py IOHOIIH, B CPaBHEHUE C BB3pacTHH (Bxk. Touka 4.8 u 5.1). CyunumHo
MOBeCHNE (CYUITUIHHA OITUTH M CYHITUIHN MHCIIH) B BPOKICOHOCT (TIPEIUMHO arpecus,
MIPOTHUBOIIOCTABSIHE U THAB) ca OMJIM T0-4€CTO HAOJII0JaBaHH 110 BpeMe Ha KIMHUYHHU TPOYYBAHUS IPH
Jiella U IOHOIIIY, JICKYBaHH C aHTHUJICTIPECAaHTH B CPABHEHHUE C TAKWBA IPUEMAH T1aneoo.

CaMoyOWICTBO/CYUITUIHN MUCIIH WK BJIOIIABAHE HA KIIMHAYHO ChCTOSHUE

JenpecusiTa ce CBbp3Ba ¢ MOBHIIEH PUCK OT CYUIIUIHNA MHUCIH, CAMOHApaHIBaHE U CaMOyOUHCTBO
(cynmma-cBbp3ann cpOuTH). To3H pHCK MepcucTHpa 0 HACTHIIBAHETO Ha 3HAUYMMA peMucHs. Thi
KaTo TOI0OPEHNUETO MOXKE /1a HEe HACTBIIH MPE3 MEPBUTE HAKOJIKO CEIMUIIN WM ITOBEYE OT JICUCHUETO,
MAIMEHTUTE TPSOBA J]a Ce MPOCIIeIBAaT BHUMATEIHO JI0 HACTHIIBAHETO HA TAKOBA MOI00pCHHE.
OOAT KIMHWYEH ONHT MTO0Ka3Ba, Y€ PUCKBT OT CaMOYOHIICTBO MOXKE J1a Ce MOBHUINY B paHHUTE ETaIH
OT BB3CTaHOBSIBAHETO.

W3BecTHO e, 4e mpu NAIMeHTUTE ¢ aHAaMHEe3a 3a ChOUTHS, CBBP3aHU ChC CaMOYOUHCTBO WM TIPH TE3H,
MOKa3Ballli 3HAYUTEITHA CTENIeH Ha CYHIIUHA UeaNys IPeIU 3arl0YBaHe Ha JICYCHHETO, ChIECTBYBA
ITO-TOJISIM PUCK OT CYHIIUIHH MUCIH WIH CYHIIMIHH OTIUTH U T€ TPIOBa a ObaaT MpociessBaHn
BHUMATEIHO 0 BpeMe Ha JieueHreTo. MeTa-aHaiu3 Ha Tiane00-KOHTPOIUPAHU KIMHUYHU
MPOYYBaHUS Ha aHTHUICTIPECAHTH MPH BH3PACTHH MAIUEHTH C TICUXUYHHU Pa3CTPONCTBA MTOKa3Ba
MOBHIIIEH PUCK OT CYHIIUAHO TIOBEJCHNE TIPH JICUSHHE C aHTHETIPECAHTH B CPaBHEHHE C IJIae0o mpu
MAIUEHTH Ha BH3PACT MO 25 TOJAUHH.

JlexapcTBeHaTa Tepanus TpIOBa /1a Ce ChIIPTCTBA OT BHUMATEITHO MPOCIIE/IIBAHE HA MAIIHEHTUTE H T10-
CIICITHATHO Ha TE3W C BUCOK PHCK, 0OCOOCHO B PAaHHHUTE €TaIX Ha JICUCHUETO U CJIe/ MPOMsHA Ha
no3ara. [lanmenTuTe (M MoaraiuTe TPHKY 3a TX) TPSAOBa fa ObJIAT NPEeAyPEICHH OTHOCHO
HEOOXOAMMOCTTA Ja CIEJAT 3a BCEKHU MPU3HAK Ha KIIMHUYHO BIJIOIIABAHE, CYUIIMIHO ITOBEJICHUE WU
MUCJTH ¥ HEOOMYalHH MTPOMEHH B ITOBEICHUETO, KAKTO M JIa TIOTHPCAT He3a0aBHO MEIUITMHCKA
MTOMOIII, TIPYU HAJMYHUE HA TAKHUBA CHMITTOMU.

Tpunagbuu

[Ipunagpiuure ca MOTCHIMAICH PUCK MTPH yHnoTpebaTa Ha aHTHICTIPECAHTH.
3aTOBaBOPTHOKCETHHTPAOBA 74 Ce MpHJIara Mpeana3inBo NPy MAIUSHTH ¢ aHaMHe3a 33
MPUHAIBIAAIN HecTaOnTHa emtericus (BxK. Touka 4.5). Jledenuero TpsiOBa 11a ce crpe Mpu BCEKU
MAIMCHT, KOWTO pa3BHe NPUIAIBIU WK UMa YBEINYCHHE HA YECTOTaTa HA TIPUCTHIIUTE.

CepotonnnoB cuaapoM (CC) nian HeBpodenTrieH Maauraen cuaapoM (HMC)

Cepotonnnos cunapom (CC) unn HeBposienTrdeH Manurden cuaapom (HMC), moreHunanHo
KUBOTO3aCTpaIlaBallly ChCTOSIHUSA, MOTAT Jla ce MOSIBST IIPU yroTpedara Ha

BoptHOKceTHH. PuckbT 0T CC nimu HMC ce nmoBumiasa npu € JTHOBPEMEHHOTO M3IMOJI3BaHE Ha
CEepOTOHMHEPTMUHU aKTUBHM BelleCcTBA (BKIIOYUTEIHO ONMOUIN U TPUIITAHU ), TEKapCTBEHH POTYKTH,
KOHMTO HapyIlaBaT MeTaboIrM3Ma Ha cCepoTOHNHA (BKIIOUUTETHO MAO HHXUOUTOPH), aHTUIICUXOTHLIN
U IpyTU NOTNIaMUHOBY aHTaroHuctu. [laruenture TpsioBa 1a ce mpociensBaT 3a MosBa Ha

npusHaiy u cumntomu Ha CC wm [IMC (k. Touku 4.3 u 4.5).
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CHUMITTOMHTE Ha CEPOTOHWHOB CHHIPOM BKJIFOUBAT IPOMEHH B TICUXUYHHS CTATYC

(Hamp. AKUTUPAHOCT, XATIOIUHAIIUH, KOMa), HeCTAOMITHOCT Ha aBTOHOMHATa HepBHA cHcTeMa (Harp.
TaxuKapaAvsl, HeCTAOMITHO KPBBHO HAIIATAHE, XUTIEPTEPMHUS ), HEBPOMYCKYJTHH abepartiu (Harp.
xXurneppeQueKcrst, HeKOOPAUNHUPAHOCT) W/UIIH CTOMAITHO-YPEBHU CUMITOMH (HaIlp. TajeHe,
MOBPBIIAHE, TUapus). AKO TOBA C€ CITy4H, JICYCHUETO C BOPTHOKCETUH TPsiOBa He3a0aBHO Ja

ce MPEeyCTaHOBH U JIa CE 3aM0YHE CUMIITOMATHYHO JICUCHUE.

Manust/XuImoMaHus

BopTHokceTHH cienBa Aa ce U3M0I3Ba BHUMATEIHO IIPH MAIMEHTH C TaHHU 3a
MaHHUsI/XUITOMaHUs U J1a Ce PEKPaTH MPUEMbT NIPY BCEKH MAIMEHT HABJIM3aIll B MaHUiTHA (a3a.

Arpecust/aXAuTHPAHOCT

[MaruenTure, TeKyBaHU C aHTHJICIPECAHTH, BKIFOYUTEITHO BOPTUOKCETHH, CHIIIO 3 U3IUTBAT U
YYBCTBO Ha arpecusi, THsIB, AXUTUPAHOCT U pa3apasHUTETHOCT. ChCTOSHUETO HA MAIlMEHTA U CTATyChT
Ha 3a00JsIBaHETO MYy TpsiOBa 1a ObaT BHUMATEITHO TIpocieasiBanu. [lanuenTrure (1 mojaramure
TPYKU 32 TAX) TPsAOBaA Aa OBAAT NMpeayNpeieHH OTHOCHO HEOOXOJMMOCTTA J]a MOTBPCAT MEAUIITHCKA
TIOMOII] TIPY TOSBA WITU BJIOIIABAHE HA arPECUBHO/KUTHPAHO TIOBEJICHHE.

KpbBouznus

[Ipu ynorpebaTa Ha aHTHIETPECAHTH ChC CEPOTOHUHEPTUYEH e(EKT, BKIFOUUTEIIHO BOPTHOKCETHH,
psAKo ce cholmIaBa 32 aOHOPMHO KbPBEHE, KaTO HAPHUMEP EKXUMO3H, ITypIypa U APYTH MPOSBU HA
XeMOoparusi, KaTo KbPBEHE OT CTOMAIIHO-UYPEBHUS TPAKT WM T'MHEKOJIOrHYHO KbpBeHe. SSRI/SNRI
MOTaT J1a TIOBUIIIAT PHCKA OT MOCIEPOAOBO KPHBOTEUEHHUE U TO3H PHCK IMOTSHIIMATHO MOXE J1a BaXKH U
3a BOPTHOKCETHH (BK. Touka 4.6). [IpernoppuBa ce MOBUIIEHO BHIMAHNE TIPH TAIIUEHTH, KOUTO
MpUeMaT aHTUKOATyJIAaHTH W/WJIH JISKAPCTBEHHU MPOIYKTH, 32 KOUTO € U3BECTHO, Ue 3acsArar
TPOMOOIUTHHUTE (DYHKIIVH [HAIp. ATUITUYHN aHTUTICUXOTHUIH U (PeHOTHAZUHHU, TTOBEULTO
TPUITUKINIHY aHTUICTIPECAHTH, HECTEPOUIHH MpOoTHBOBB3NanuTenHu cpencrsa (HCIIBC),
arnermicanuiiosa kucenmaa (ACK)] (Bxk. Touka 4.5) u py MAIMeHTH ¢ U3BECTHA CKIIOHHOCT KbM
KbPBCHE/M3BECTHU HAPYIICHUS, CBBP3aHU C KbPBCHE.

XHIIOHATPUEMHUSI

3a XUIMoHATpUEMHUS, BEPOSTHO IBIDKAIA CE HA Hea/[eKBaTHA CEKpelns Ha aHTHINYPETUICH XOPMOH
(HCAJIX), ce cro01maBa psako Ipu ynorpedara Ha aHTUACTIPECAHTH ChC CEPOTOHUHEPTHUYEH e(heKT
(CHOIIC, CHPH). U3nckBa ce MOBUIIIEHO BHUMaHKE NP PUCKOBU MAIEHTH, KaTO HaIpuMep
NanyeHTy B HallpeJHajla Bb3pacT, MallMeHTH ¢ YepHOApoOHa UpOo3a WIK NalueHTH, KOUTO ca
JIEKyBaHH €HOBPEMEHHO C MEAMIIMHCKU IPOAYKTH, 32 KOUTO € U3BECTHO, Y€ MPEIU3BUKBAT
xunonarpuemus. TpsOBa a ce UMa MpeABH/I MPEKpaTsIBaHE Ha IPUEMa Ha BOPTHOKCETHH IPU
NalUeHTH CbC CHMITOMATUYHA XUTIOHATPHEMHUS B Aa C€ HA3HAUM MOAXOASIIO0 METUKAMEHTO3HO
JIeYCHUeE.

T'nayxoma

BbB BpB3Ka ¢ yrorpedara Ha aHTHIETPECAHTH, BKIIFOUUTEITHO BOPTHOKCETHH, IMa WH(GOpMAITH 3a
Muapuasza. To3u MumpuaTiudeH eheKT uMa MOTSHITUANT JIa CTECHU OYHUS BI'hJI, KOETO J1a TOBEJE 110
MOBUIIICHO BHTPEOYHO HASITAHE U 3aKPUTOBI'BIHA TJIAYyKOMa, 0COOCHO IPH MPEIPa3noI0KeHH
naruenTy. M3uckBa ce MoBUIIEHO BHUMAaHUE MPH MIPEIITUCBaHe Ha BOPTHOKCETHH Ha MAI[MEHTH C
MOBHIIIEHO BHTPEOYHO HAJSITAHE U MPH MAIMEHTH C PUCK OT OCTPa 3aKPUTOBIBIIHA TIIayKOMa.

IlanmenTu B cTap4ycCKa Bb3pacT

Hannute 3a ynorpe6a Ha Brintellix mpu nanueHTH B crapyecka Bb3pacT ¢
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TOJIEMHU JICTIPECUBHU €MU30/1 ca orpannveHu. Clie0BaTeIHo, Ce U3UCKBA
MOBHUIIICHO BHUMAHUE MPHU JICUCHUE HA MAIUCHTH > 65-TOUIITHA BH3PACT C 03U MO-BUCOKH OT 10 mg
BOPTHOKCETHH BEIHBXK JHEBHO (BXK. Touka 4.2, 4.8 u 5.2).

B’B6DG‘IHO NIn I{C'[)HO,[[]Z)O6HO YBPCKIAAHC

Karo ce nma npensu, ue MHAUBUANTE ¢ OBOPEUHO WM YEPHOIPOOHO YBpPEKIAAHE ca YI3BHMHU H KaTO
ce nMa MpeBu, ue JaHHUTe OT ynorpebaTa Ha Brintellix mpu Te3u cyOmomnynanum ca orpaHiveHH,
IpY JICYEHHETO Ha TaKWBa MAlMCHTH Ce N3UCKBA MOBHUIIICHO BHUMaHue (BX. Touka 4.2 u 5.2).

C’bI[’bD)KaHI/Ie Ha ITOMOIITHHN BCIIIECTBA

To3u nexapcTBeH MPOAYKT ChIbpKa 85 mg ankoxoun (eranos 96%) BbB Bceku ml, KOeTo e
exBuBasieHTHO Ha 10,1% 00./00.

4.5 BsamMmopeiicTBHe ¢ IPYTH JeKapCTBEeHH MPOAYKTH M APYTrH (GOpMH Ha B3aNMOJAeiicTBHe

BopTrokceTun ce MeTabonu3upa eKCTEeH3UBHO B UEPHHS APOO Upe3 OKUCIICHNE, KaTaTU3UPaHO TIIaBHO
ot CYP2D6, u B manka crenen ot CYP3A4/5 u CYP2C9 (Bxk. Touka 5.2).

BB3M0XHO BIMSHHE HA IPYTH JIEKAPCTBEHU MPOIYKTH BHPXY BOPTHOKCETHH

Heoopamumu necenexmuenu MAO unxubumopu

ITopanu puck or CepoTOHMHOB CHHIPOM, BOPTHOKCETHH € IPOTHBOIIOKA3aH B KOMOWHAITHS C
HeoOpaTtumu HecenekTHBHE MAQO uHxuOUTOpH. JIeueHneTo ¢ BOPTHOKCETHH TPSOBa Ja 3al04YHe Haii-
Mayiko 14 JHU cliel] MpeKpaTsBaHe Ha MpUeMa Ha HeoOpaTuM HecenektuBeH MAQO uHXuOuTOpP.
Jleuenuero ¢ HeoOparum HecenekTnBeH MAQO nHXuOUTOp TpsOBa Na 3amovyHe Haii-Manko 14 qHu cien
MpeKpaTsABaHe Ha IpHeMa Ha BOPTUOKCETHH (BXK. Touka 4.3).

Obpamum, cenexmugern MAQO-A unxubumop (Moxi06emud)

KomOnHMpaHeTo Ha BOPTHOKCETHH ¢ 00paTHM U celieKTuBeH MAO-A HHXUOUTOP KaTO MOKIIOOEMH]T €
MPOTHUBOIIOKA3aHO (BXK. TOUKa 4.3). AKO KOMOWHAITHATA CE OKaKE HAJIOKUTETHA, TOOABEHIS
JIEKapCTBEH MPOAYKT, TPsIOBa Jla ce mpujiara B MUHUMAaJIHA JI03a U TI0J CTPOTO KIIMHUYHO HAOII0ICHIE
32 CEpOTOHUHOB CHHAPOM (BK. Touka 4.4).

Obpamum, necenexkmugen MAQO unxubumop (mune30auod)

KomOuH1paHeTo Ha BOPTHOKCETHH Che cliab oOpaTuM U HecenekTiBeH MAQO HHXHOUTOP, KaTo
aHTUOMOTHKA JTHHE30JIHI, € TIPOTUBOIIOKA3aHO (BXK. ToUKa 4.3). AKO KOMOMHAITHATA CE OKaXKe
HAJIOXKUTETHA, JJ0OABCHUS JICKAPCTBEH MPOJIYKT, TPsIOBa Ja ce Mpuiiara B MUHUMAJTHA 71032 U TI0]]
CTPOTO KJIMHUYHO HAOIIOICHHUE 32 CEPOTOHHHOB CHHAPOM. AKO C€ MPUIIAraT eJHOBPEMEHHO €
HE0OX0IMMO BHUMATEITHO MPOCIIEAIBaHEe 32 CCPOTOHUHOB CHHAPOM (BXK. TOUka 4.4).

Heobopamum, cerexmueen MAO-B unxubumop (cenecunum, pasazuiun)

KomMOunHarusTa Ha BOpTHOKCEeTHH ¢ HeoOpatumu MAO-B nHXHONUTOpH, KaTO CENETHIINH HUITH
pasaruiuH, TpsOBa Ja ce Ipujara ¢ MOBUIIEHO BHUMaHUE, BhIIPEKH Y€ C€ 0YaKBa PUCKBT OT
CEPOTOHUHOB CHHJIPOM Jia € TO-MaIbK Ipu cenektuBauTe MAQO-B HHXHOUTOPH, OTKOJIKOTO TPH
MAO-A unxubutopure. Heo0X0oauMo € BHUMATEIHO MPOCIIEIBaHe 32 CEPOTOHHHOB CHHJIPOM, aKO C€
W3II0JI3BaT ETHOBPEMEHHO (BK. ToUKa 4.4).

Cepomonunepauunu 1exapcmeeru npooyKmu

EnnoBpeMeHHaTa ynorpeba Ha JIeKapCTBEHHU NMPOIAYKTH ChC CEPOTOHUHEPIHUYCH €(EKT Halp. OIMOUII
(BKITFOUMTETHO TPaMa/I0JI) M TPUITAHHU (BKIIOUNTEIHO CyMAaTPUITAH), MOXKE Ja MIPeIn3BHKa
CEpPOTOHMHOB CUHAPOM (BXK. Touka 4.4).
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Kvam kanmapuou

EnHoBpeMenHaTa ynorpeba Ha aHTHIEIPECAHTH ChC CEPOTOHMHEPTUYEH e()eKT U OMIKOBU MPOAYKTH,
CHIBPIKAIIN KBAT KaHTApHOH (Hypericumperforatum) Moxe 1a JOBEJE 10 MO-BICOKA YeCTOTa Ha
HEXEJIAaHU PEaKIH, BKIIIOUBAIN CEPOTOHMHOB CHHIIPOM (BXK. TouKa 4.4)

Jlexapcmeenu npoOyKmu noHUNICA8AWU 2bpuo8Usl Npae

AHTHJIETIPECAHTHTE ChC CEPOTOHMHEPTHUCH e(EKT MOTaT Jja MOHWKAT I'bPUYOBHSI IIpar.
[IpenopbunTeNnHO € TOBUIIEHO BHUMAHKE NPU €THOBPEMEHHO NMpHIaraHe Ha ApyTH JIEKapCTBEHN
NPOLYKTH, TOHWKABALIH I'bPUOBHS Ipar [Hanpumep antuaenpecanty (tpunukinanu, CUOIIC,
CHPN), veBponentunn (heHOTHA3HHN, THOKCAHTCHH U OyTHpOheHOHM), ME(hIOKUH, OYTIPOITHOH H
Tpamajon] (Bx. Touka 4.4).

EKT (enexmpokongyncusna mepanis)
[IpenopbuBa ce MOBUIIICHO BHUMAHKE, Thii KATO HAMa KJIMHUYCH OMUT OT €HOBPEMEHHO MpHUJIaraHe
HA BOPTHOKCETUH U €JICKTPOKOHBYJICUBHA TEPAIIHsl.

CYP2DO6unxubumopu

Excrnio3unusra Ha BOPTHOKCETHH BOH JI0 2,3 MBTU YBEIMUEHUE Ha TuioinTa o kpusara (AUC),
KOraTo BOPTHOKCETHH 10 mg/THEeBHO € NpuIIoKeH eqHOBpeMeHHO ¢ OynpomnuoH (Momen CYP2D6
uaxuoutop 150 mg qBa IHTH THEBHO) 3a 14 AHM MPH 3apaBH HHAUBUAN. ETHOBpEMEHHOTO TIpHIIaraHe
BOJIY JI0 TIO-BHUCOKA YECTOTa Ha HEXKEJIAHW PEAKIMH, KOTaTo OYIPOMHOH ce 100aBU KbM
BOPTHOKCETHH, OTKOJIKOTO, KOTaTO BOPTHOKCETHH ce 100aBu KbM OynponuoH. B 3aBucumocT ot
WH/INBH Ty aJTHHUS OTTOBOP Ha MAI[HeHTa, MOXKE Jla ce OOMUCIIH MTpHUilaraHe Ha Mo-HUCKa 71032
BOPTHOKCETHH, aKO KbM JICYCHHETO ¢ BOPTHOKCETHH ce 100aBs mouieH CYP2D6 unxubdurop (Hamp.
OynponuOH, XUHUIHH, (IIyOKCETHH, MApPOKCETHH) (BXK. Touka 4.2)

CYP3A44 unxubumopu, CYP2C9 unxubumopu u CYP2C19 unxubumopu

KoraTo BOPTHOKCETHH c€ BKJIIOYH KbM JIEYCHUETO, CIIeN 6 THEBHO IMpuiarane Ha ketokoHaszon 400
mg/neH (naxudutop Ha CYP3A4/5 u P-rnmukonporenHa) wiu cien 6 JHEBHO MpUIIaraHe Ha
thaykonazon 200 mg/nen ( CYP2C9, CYP2C19 u CYP3A4 / 5 uaxuburop) npu 37paBu JOOPOBOJIIIH,
ce HaOmonaBa cpoTBeTHO 1,3 mbTH 1 1,5 mbTH yBennuenne Ha AUC Ha BopTHokceTnH. He ce Hamara
aJlarTUpaHe Ha Jlo3aTa.

He ce nabmonaBa naxudupam epekt Ha 40 mg equaudHa 1032 omenpazoin (CYP2C19 uaxudbutop)
BBPXY (apMaKOKWHETHKATa MIPU MHOTOKPATHO MpHUIaraHe Ha BOPTUOKCETHH TPH 3/IpaBU UHIUBHUIIH.

Bszaumooeiicmsust npu crabu CYP2D6 memabonuzamopu

EnnoBpemenHoTo npuiiarane Ha MoiHA uHXnOuTOpH HAa CYP3 A4 (kato uTpakoHas3o1, BOPUKOHA30I,
KIIQPUTPOMHUIIVH, TSIUTPOMUIINH, He(a30l0H, KOHMUBaNTaH U MHOTO OoT HIV mpoTeasnute
naxuouTopn) 1 naxnOuTopu Ha CYP2C9 (karo ¢mykonazon u amuoaapos) npu ciabu CYP2D6
MeTaboau3aTopu (BXK. TOUKa 5.2) He € MPOYIBAHO CIICIUATHO, HO CE€ 0YaKBa, Ja TOBEAC M0 10-
3HAYUTEITHO TIOBUINIABAaHE HAa EKCIO3HULUATAa HA BOPTHOKCETHH MPH TE3H MAlCHTH B CPaBHEHHE C
YMEpEHUST e(eKT, ONKCaH Mo-Tope.

B 3aBuCHMMOCT OT MHIUBHTyaTHUSI OTTOBOPHA MAllMEHTa MOXKE J1a ce 0OMUCIH MO-HUCKA 71032
BOPTHOKCETHH, ako rpu ciadbu CYP2D6 merabonuzaropu ce npunara eqHnoBpeMeHHo cuiieH CYP3A4
wm CYP2C9 uaxudurop.

Lumoxpom P450 unoyxmopu

Korato enuan4Ha 103a ot 20 mg BOPTHOKCETHH CE BKIIFOUU KbM JICUCHUETO, CIIe]] IpUjlaraHe Ha
pudammunma 600 mg/nen (Hecnenndryer naaykTop Ha CYP m3onH3nMn) B mpoabokeHue Ha 10 1Hu
nipu 14 31paBu uHAUBUIY, ce HaOronaBa 72% namainsBane Ha AUC Ha BopTHOKceTHH. B 3aBUCHMOCT
OT MHIUBHYaJHUS OTTOBOP HA MAalEHTa, MOXKe Jja c€ OOMUCIIM KOPUTHpaHe Ha 7103aTa, ako KbM
JICYEHUETO Ha BOPTHOKCETHH ce 100aBu HecniennduueH nutoxpom P450 naaykrop (Bx Touka 4.2).
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Anxoxon

He ce nabmonasa edexT BbpXy (papMaKOKHMHETHKATA HA BOPTHOKCETUH MM €TaHOJ M 3HAYUMO
HapylleHne Ha KOTHUTUBHATA (DYHKIHs, B CpaBHEHHUE ¢ IU1ae0o, Koraro eMHUYHA 1034
BopTrokceTrH 20 mg unu 40 mg ce npuiara eJHOBPEMEHHO ¢ ennHIYHA 1032 etaHo’ (0,6 g/kg) nmpu
3[paBU MHIUBHIN. BBIpeKu ToBa MpUeMbT Ha aJIKOXOJI 110 BpeMe Ha JIeUeHUE ¢ aHTUACTIPECaHTH He €
penopbUYUTEIICH.

Ayemuncanuyunosa Kuceiuna
He ce HaOmoiaBa eeKT OT MHOTOKPATHH J03H alleTHIICAINITIIOBA KucenuHa 150 mg/neH Bbpxy

(hapmMaKoKHHETHKATa P MHOTOKPATHO MPUIIOKEHNE Ha BOPTHOKCETHH.

Bb3M0kHO BiIMsiHEE HAa BOPTHOKCETUH BBPXY JPYIHU JIEKAPCTBEHU IIPOJYKTH

Aumuroazynanmu u aHmMumMpoMOO3HU 1eKapCmeenu npooyKmu

He ce nabmonaBar 3Haunmu eeKTH, B CpaBHEHHUE ¢ Tanedo, mo otHomeHne Ha INR, mpoTrpoMOun
WM TUTa3MEHH CTOWHOCTH Ha R/S BapdapuH cien emHOBpeMEHHOTO MpriiaraHe Ha MHOTOKPATHH 03U
BOPTHOKCETHH C TTOCTOSIHHH JI03HU BapdapwH MpH 3apaBH 1o0posoimu. ChIo Taka, He ce HabromaBa
3HAYUM HHXHOUTOpEH e(PEeKT, B CpaBHEHUE C IIanedo, BbPXYy TPOMOOIIMTHATA arperallyst UK
(hapMaKOKMHETHKATA Ha alleTHICATUAIIMIOBA KUCEIMHA WITH CATUITIIIOBA KHCEITNHA, KOTaTo ce A00aBs
areTHIICAITMITIIIOBA KucennHa 150 mg/aen cien mpuinokeHrne Ha MHOTOKPATHH 1031 BOPTHOKCETHH
IpH 3/1paBu JOOPOBOIIH. BeIpeku ToBa ce M3MCKBa MOBUIIIEHO BHUMAaHHE, KOTATO BOPTHOKCETHH CE
KOMOMHUpA C TIEPOPaTHA aHTUKOATYJaHTH WIH aHTUTPOMOO3HH JICKAPCTBEHU MPOTYKTH HITH
JIEKapCTBa, U3ITOJI3BAHU 3a 00JIeKuaBaHe Ha OoJka (Hamp. anerwicanunuioBa kucenuaa (ACK) wm
HCIIBC), nopain NOTEHIIMAITHO TIOBUILIEH PUCK OT KbPBEHE, AbJDKAII ce Ha (hapMaKkoINHAMUYHO
B3aumoiericTere (Bx. Touka 4.4).

Lumoxpom P450 cybcmpamu
InvitroBOPTHOKCETHH HE MTOKAa3Ba ChOTBETCH MOTCHI[UA 32 UHXUOUPAHE WITU MHYKITHSI Ha ITATOXPOM
P450 n3oeH3umuTe (BXK. Touka 5.2)

Cren MHOTOKpATHU JI03U BOPTUOKCETHH, HE ce HabIro1aBa HHXuOupa eQekt npu 3paBu HHIUBHIA
3a quroxpoM P450 nzoensumure CYP2C19 (omenpasodn, auazenam), CYP3A4/5 (etuHun ectpaanon,
munazonam) unu CYP2B6 (6ynpomnuon), CYP2C9 (tonOyramun, C-sapdapun), CYP1A2 (kodenn),
nw CYP2D6 (nexctpometopdan).

He ce HabmomaBaT apmakoAMHaMUYHY B3auMoaeicTBUSA. He ce HaOmoaBa 3Ha4YMMO HapyIeHHe Ha
KOTHUTHBHATA (QYKHIINS, B CPABHEHHUE C MJI1ane00, 332 BOPTHOKCETHH cJie]] €THOBPEMEHHO MpHIIaraHe ¢
eauHr4Ha no03a oT 10 mg auazenam. He ce HaOroxaBar 3HaunMu e()EKTH, B CpaBHEHHE C TU1a1e0o0,
BBPXY HHMBATa Ha MOJIOBUTE XOPMOHHU CIIe/l ETHOBPEMEHHO MPHIIOKEHUE Ha BOPTHOKCETHH C
KOMOHMHHpaH IepopajieH KOHTpanenTus (etuHmt ectpaaunon 30 pg/ nesoroprectpen 150 pg).

Jlumuti, mpunmodghan

He ce HabmtoaBa KITMHAYHO 3HAYMM €(EKT M0 BpeMe Ha eKCIO3UIIHS Ha JIUTHIT B CTAIIMOHAPHO
CBCTOSIHUE CJIE/l STHOBPEMEHHO MPHUIIOKEHNUE C MHOTOKPATHHU 103W BOPTHOKCETHH TIPH 3PaBH
UHIUBUIN. BhIpekn TOBa, MMa ChOOIICHNUS 3a YCUIBaHE Ha e(eKTUTE MPH €HOBPEMEHHA ymoTpeba
HA aHTHJICTPECAHTH ChC CEPOTOHUHEPTHYCH ePEKT U IUTHI WITH TPUNITO(DaH, TOPaIH KOETO
€THOBPEMEHHOTO MPHJIOKEHNE HAa BOPTHOKCETHH C T€3U JICKAPCTBEHH MPOAYKTH TPsiOBa 1a ce
npeanpreMa ¢ OBUIIEHO BHUMAaHHE.,

Brusanue 6vpxy pesyrimamume om 1eKapCmeer CKPUHUHZ HA YPUHA

Nwma cpobmienns 3a (GpanmmBo TOJI0KUTETHH PE3yATaTH MTPH €H3MMHN IMYHOAHAIM3M Ha ypUHA 3a
MEeTaJIOH IIpH MaIlUeHTH, KOUTO ca IpUeMail BOPTHOKCETHH. TpsAOBa /1a ce MoAX0XkAa ¢ TIOBUIIEHO
BHHUMAaHUE MPU UHTEPIPETANNATA HA MTOJIOKUTEIIHN PE3YNTAaTH OT YPUHHH TECTOBE 32 HAPKOTHYHU
BEIIECTBA U TPsIOBa a ce MOMUCIIH 3a OTBBPKACHUE Ype3 aITepHATHBHA aHAJTUTHYECHA TEXHUKA
(mamp. xpomaTorpaCKy METOIH).
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4.6 DepTHanTeT, OPEMEHHOCT H KbPMeHe

Bpemennoct

ChpInecTByBaT OrpaHUuEHH JaHHU OT yIOTpedaTa Ha BOPTUOKCETHH IpH OpeMEeHHH JKEHH.
[IpoyuBaHusATa pH )KUBOTHM MTOKA3BaT PEMPOAYKTHBHA TOKCUYHOCT (BX. Touka 5.3).

[Ipu HOBOpPOJICHH, YUUTO MANKH ca IPHEMAIN CEPOTOHNHEPTUYHH JIEKAPCTBEHU NPOIYKTH B KbCHUTE
eTanu Ha OpeMEHHOCTTa, MOTaT Jja c€ HaOJI0AaBaT CIeIHUTE CHMITOMH: PECIIUPATOPEH AUCTPEC,
[[MaHO3a, alHes, IPUaJAbIHI, TEMIIEpaTypHa HECTAOUITHOCT, 3aTPyIHEHO XpaHeHe, TOBPbBIIaHe,
XUIOTJIMKEMHUS], XMIIEPTOHUS, XUIIOTOHMS, XUNeppedIIeKcusi, TPeMOp, HEPBHOCT, Pa3Ipa3HUTETHOCT,
JIeTaprusi, HOCTOSHEH IU1a4, COMHOJIEHTHOCT, O0e3ChbHHUE. Te3u CUMIITOMU MOXeE Aa Ce AbDKAT Ha
OTHEMaHEe WJIM Ha MPEKOMEPHA CEPOTOHMHEPTUYHA aKTUBHOCT. B Mmo-roismMara 9act ot ciydanTe
YCIIO’)KHEHUSTA 3al04BaT BeJjHara min ckopo (<24 yaca) cien paxJaHeTo.

EnmuaemuonornaauTe MaHHU MTOKasBart, ue yrnorpedbara Ha CHOIIC no BpeMe Ha OpeMeHHOCT,
0co0eHO 110 BpeMe Ha KbCcHa OpEMEHHOCT, MOJKE J1a MIOBHUILH PHCKa OT IepcrcThpaina OenoapodHa
xunepToHus npu HoBopoaeHoTo (IIBXH). Benpeku ye He ca MpoBex1aHu NPOYYBaHHs Ha Bpb3KaTa
Mexnay [IBXH u nedeHneTo ¢ BOpTHOKCETHH, TIOTCHIINATHUAT PUCK HE MOXe 11a ObJIe U3KITFOUCH, KaTo
ce MMa MPEeIBU CXOTHIS MEXaHU3bM Ha JeHCTBHUE (yBeTNYaHNE HA CEPOTOHNHOBHUTE KOHIICHTPAIINH ).

Brintellix TpsOBa m1a ce mpritara Ha OpeMEHHH JKEHH caMO aKO OYaKBAaHWTE ITOJI3W HaBHIIIaBAT
MOTEHI[HAJIHUS PUCK 32 III01A.

OO0cepBalMOHHUTE JaHHH MPEIOCTABAT JOKA3aTeICTBa 3a MOBUIIEH PUCK (TI0-MaJIKO OT 2 IBTH) OT
MoCJIepoI0BO KpbBoTeueHue ciien ekcrno3uiusa Ha SSRI uinu SNRI B pamkuTe Ha mocieHus Mecell
npeau paxkaanero. Beopeku ue He ca MpoBeXIaHU MPOYUYBAHUS 32 Bph3KaTa MEXKy JIEUCHUETO C
BOPTHOKCETHH U MOCIEPOIOBOTO KPBBOTEUEHUE, ChILIECTBYBA MOTEHIIMAJICH PUCK, KaTO CE B3eMe
MIPEIBUI CXOIHUAT MEXaHU3BM Ha JelicTBHE (BXK. ToUka 4.4).

Kopmene

OrpannueHu MyOINKyBaHU JAaHHH IMOKa3BaT, Y¢ BOPTHOKCETHH C€ EKCKPETHPA B MAJIKU KOJIMYECTBA B
KbpMara, KaTo U34KcleHaTa OTHOCUTETHA J103a 3a kbpMmaueTo (RID) e mox 2%. He ca HaOironaBanu
BpeIHU eEeKTH, CBP3aHH C JIEKAPCTBOTO, TIPH KbpMadeTa.

Bonpekn ToBaBce mak HaMMYHUTE KIMHUYHA JAHHU Ca OTPaHUYEHU U PUCKBT 32 KbPMEHOTO JIETE HE
MOJe J1a ObJIe U3KITIOYEH.

TpsiOBa 1a ce B3eMe pelieHre Jalli Ja e MPEyCTaHOBH KbPMEHETO MIIM JIa Ce MPEKPaTH/Ia He ce

3amoyBa JeueHue ¢ Brintellix, kaTo ce nMa mpeBaua NON3aTa OT KBPMEHETO 3a JETETO U MMoJi3aTa OT
TepanusTa 3a KeHara.

PepTunurer

[IpoyuBannsATa IO OTHOLIEHHE HA (PEPTUIINTETA IPU MBKKH U KCHCKH IUTHXOBE HE TIOKa3BaT BIMSIHUC
Ha BOPTHOKCETHH BbpXY (pepThinTeTa, KAaueCTBOTO Ha CriepMaTa Wi Yu(ToCBaHeTo (BXK. ToUKa 5.3).

JloxmaanTte Ha ciydan IIpH X0pa, C JIEKApCTBEHH MPOAYKTH OT OJM3KHS papMaKOIIOTHIEH KIlac Ha

antuzaenpecantu (SSRIs) mokassaT eekT BEPXy Ka4ecTBOTO Ha cliepMara, KOWTo e odparum. [locera
HE ¢ HaOJII0JaBaHO BB3JCHCTBUE BBPXY (epTHINTETA IIPH X0pa.
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4.7 EdexTu BbpXy cnioco0HOCTTA 32 modupaHe U padoTa ¢ MAIIUHA

Brintellix He moBMHsIBA WIIH TTOBIMSABA TIPEHEOPEIKUMO CITOCOOHOCTTA 3a modupaHe u padoTa ¢
MalvHu. Berpeku ToBa, ThI KaTo ce ChOOIIaBaT HEXKEJIaH! PEaKIUU KaTo 3aMaiiBaHe,TallUCHTUTE
Tpsi0Ba fa ObAT BHUMATEIHH NTpH ModupaHe win paboTa ¢ ONacHU MalliHA, 0COOCHO B HAYaJIOTO Ha
JICYEHUETO C BOPTUOKCETUH WM MPU IPOMSIHA Ha J03aTa.

4.8 HexenaHM 1eKapcTBeHH peaKIMN

O0600611eH1Ee Ha Tpodria Ha OE30IaCHOCT

Haii-uecraTa Hexxenana pcaKnus: € raAcHe.

TabanueH CIMChK Ha HEXKEIIAHUTE pPCaKnnn

Hexenanute peaxiuu ca n30pOoeHN MO-A0TY KaTo € U3IMOI3BaHa ClIe[JHATa KOHBEHIIUS: MHOTO YECTH
(>1/10); wectu (=1/100 no <1/10); meuectu (=1/1,000 mo <1/100); pemxu (=1/10,000 mo <1/1,000);
mHoro penku (<1/10,000), c Hen3BecTHA YecTOTa (OT HATMYHUTE TAHHU HE MOXKe J1a ObJic HallpaBeHa
oreHka). To3u cIMChHK € Bh3 OCHOBA HA MHPOPMAIHS OT KIMHUYHUTE U3IUTBAHUS U
ITOCTMapPKETHHTOBHSI OTIHT.

32



Cucremo-opransa
KJIAaCU(pUKAIUS

YecToTa

Hexenana nekapcTBeHa peakuus

Hapymienus Ha

C Hen3BeCTHaA

AHaunakTHYHa PeaKLus

MMYHHaTa CHCTEMa gecTora*®
Hapymenus Ha C HemsBecTHA XureprnpoJakTUHEMHUS, B HIKOH CITy4an CBhP3aHa C
CHJIOKPMHHATA CHCTeMa | yecToTa* rajakTopes
Hapymienus Ha C HeusBecTHa XUnoHaTpUEMHUSI
MeTtabonm3ma u gectoTa™
XPaHEHETO
[Icuxuunu Hapymienusa | Yectu ITaToIOrMYHM CHHUIIA
Heuectu XaTonuHaLIIU
C Hem3BecTHa WucomHns
yecroTa® Asxutupasoct, arpecus (Bx. Touka 4.4)
Hapymienus Ha Yectn 3amasiHOCT
HepBHaTa cucTeMa Heuectu Tpemop
C HemsBecTHA CepOoTOHUHOB CHHIPOM
yectoTa® I'maBoGonue
Axatuzus
Bpykcuzbm
Tpusmyc
CuHIpOM Ha HECTIOKOMHHUTE Kpaka
Hapyuienus Ha ounte Heuectn 3aMBIJIEHO 3peHue
Penxu Munpwuasa (KosTo MOXKE J1a TOBEE A0 OCTpa
3aKpUTOBI'BIHA IVIAYKOMa — BXK. ToUKa 4.4)
Cb0BU HapyIICHUS Heuectn 3auepBsiBaHe
C Hem3BecTHA KpbBOM3INB (BKIFOUATETHO KOHTY3HS, EKXUMO3a,
gectoTa™ €MUCTaKCHC, CTOMAITHO-YPEBHO I BarHHAITHO
KbpBEHE)
CroMantHo-4peBHI MHoro yectu Tlagene
HapyuIeHUs Yectu Huapus,
Konctrmamus,
IToBpbinane,
Jucnercus
Hapymenus Ha xoxxara | Uectu IIpyputyc, BKIIIOUUTEIIHO T€HEPATU3UPaH PYPUTYC
Y TIOJIKO’KHATA ThKaH Xumepxuaposa
Heuectu HowHo u3norsBane
C HeusBecTHA Anruoenem,
gecTora* YpTukapus
O6puB

OOmu HapyuieHUs 1
edexTn Ha MSICTOTO Ha
HPHIIOKCHHE

C Hen3BeCTHA
yecrora*

CI/IHZ[pOM Ha OTHCMAaHC

* B3 0CHOBa Ha MOCTMapKETHHIOBU CITy4au
Onwucanne Ha W30paHK HEXKEJIAHU PEAKLIUU

Taoene

Haii-uecTtara HexxenaHa peakius € rajieHe. ['aieHeTo 0OMKHOBEHO € JICKO JI0 YMEPEHO U Ce TOSIBSIBA B
pPaMKHTE Ha ITbPBUTE JIBE CSJIMHUIU OT JICUCHUETO. PeakiuiuTe OOMKHOBEHO ca MPEXOIHHU U KaTO IISJ10
HE BOJIAT JI0 MPeKbCBaHe Ha TepanusaTa. CTOMAIIHO-YPEBHU HEKEIaHU PEaKIIUU, KaTo TajicHe, e
HAOJII0IaBAT MO-YECTO MPH JKEHUTE, OTKOJKOTO IMPU MBXKETE.
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Tayuenmu 6 cmapuecka 6v3pacm

3a no3u > 10 mg BOPTHOKCETHH BETHBK JHEBHO, YECTOTATa HA CHHIPOM Ha OTHEMaHe IPU
MMPOYYBAHUSATA € MTO-BUCOKA IPH TTAIMEHTH Ha BB3pacT > 65 roInHu.

3a mo3u ot 20 mg BOPTHOKCETHH BEAHBK JHEBHO, YECTOTATA HA TaJICHE U 3aIlCK € IM0-BUCOKA TPH
MalKUeHTH Ha BB3pacT > 65 roaunu (choTBeTHO 45% u 16%), OTKOJIKOTO MpH MalMEHTH Ha BH3PacT
<65 roqunn (cpoTBeTHO 30% 1 5,4%) (B TOuKa 4.4).

Cekcyanna oucgynxyus

B knuHUYHN NpoyyYBaHUs CEKCyanHaTa AUCHYHKIUS € OLIEHEHa Ype3 APH30HCKA CKajla 3a CEeKCyalleH
onuT(Arizona Sexual Experience Scale, ASEX). /lo3u ot 5 10 15 mg He moka3Bar pasiauka ¢ miamnebo.
Jozata ot 20 mg BOPTHOKCETHH 00ade ce acolMupa C MOBUIIABaHE HA CeKCyalTHaTa TUCQYHKIHS
(TESD) (Bx.Touka 5.1). B mocTMapkeTHHIOBUTE yCIOBUS MMa ChOOIIECHHS 32 CIIlydal Ha CEKCyasHa
TUCHYHKINS TTPH JO3W BOPTHOKCETHH 1oy 20 mg.

Edexm na xnaca

EnmupeMuonornyau npoy4yBaHus, IPOBEICHH TJIABHO MPH MalueHTH Ha 50-rouIIHa BB3pacT U I1o-
BB3PACTHH, IIOKA3BaT MMOBHUIIEH PUCK OT (hpaKTypH Ha KOCTHTE MPH MAIMEHTH, TPUEMaIH JIEKapCTBEH
IPOAYKT oT Onu3ku (papmakosoruunu kinacose antunenpecantu (CUOIIC wnu TAJ]). MexaHusmbT
3a TO3W PUCK € HEU3BECTEH U HE € M3BECTHO Il TO3U PUCK € CBbP3aH C BOPTUOKCETHH.

Heouampuuna nonynayus

O6m10 304 nema Ha BB3pacT 7 no 11 roxguaun u 308 roHOomHM Ha BB3pacT 12 no 17 roguam ¢ I'JIP ca
JICKYBaHH C BOPTUOKCETHH CHOTBETHO B JIBE ABOMHOCIIENH, MJ1ae00-KOHTPOIUPAHH TPOYUBAHUSI.
Karo 1510 mpodubT Ha HEXENAHUTE PEaKI[MKM HA BOPTHOKCETHH TIPH JIEIa U FOHOIIN € CXOJICH C
HaOJF01aBaHMs IPU BB3PACTHH, C M3KITIOUCHHE HA TI0-BHCOKA YeCTOTa Ha CHbOUTHS, CBBP3aHH C
aboMuHamHa 00JIKa, M TIO-BUCOKA YECTOTA Ha CYWIMIHA UCAIHsl CIICIIMAIHO MTPH IOHOIIIH, B
CPaBHEHHE C Bb3pacTHHU (BXK. Touka 5.1).

[IpoBenenu ca jBe IBITOCPOYHHA OTBOPEHHU MPOJBIDKEHHU Ha IPOYYBAHETO C MPHIIOKEHUE HA
BOPTHOKCETHH IPpH A03H 5 10 20 mg/neH 1 ¢ IPOABKUTESIIHOCT Ha JICYCHHETO ChOTBETHO 6 Mecela
(N=662) u 18 mecena (N=94). Karo usu1o npoduiabt Ha 6€30MaCHOCT U TOHOCMMOCT Ha BOPTHOKCETHH
MIpH MTeAMaTPUYHATA MTOMYJIANHUs CIIe]] IBIT0CPOYHa yroTpeda € CXOeH ¢ HabIogaBaHus Cie
KpaTKOCpOYHa yroTpeda.

Cumnmomu npu npekpamasaue Ha 1e4eHuemo ¢ OPMUOKCemuH

B knMHUYHNTE MPOYYBAHUS CUCTEMHO Ca OLICHSBAHH CUMIITOMUTE HA OTHEMAHE CJIEH PSI3KO
MIPEKbCBAHE Ha JICYEHNETO ¢ BOPTHOKCETHH. He ce ycTaHoBsABa KIMHUYHO 3HaYMMa pa3iidKa CIpsIMO
1ane0o 1o OTHOLIEHUE HA YeCTOTaTa UM €CTECTBOTO Ha CUMIITOMUTE HA OTHEMAHE CJIE/] JIEUEHUE C
BOPTHOKCETHH (BX. Touka 5.1). B mocTMapKeTHHTOBUTE YCIOBHUS MMa ChOOIIEHNUS 3a ClTydau, IPU
KOHTO Ca OIIMCAaHU CUMIITOMM Ha OTHEMAaHe, BKJIIOYBALY CUMIITOMU KaTO 3aMasHOCT, IJIaBOOOJIHE,
CETUBHH HapyIICHN (BKJIIOYUTEIHO APECTE3Us, yCeIllaHe 3a TOKOB y1ap), HapyLIeHUs Ha ChHS
(BKJIFOUMTEITHO HHCOMHHSA), TaJICHE W/MIIU MOBPBILAHE, TPEBOXKHOCT, Pa3Apa3HUTEIHOCT,
@KUTUPAHOCT, yMOpa U TpeMop. Te3n CUMITOMHU MOXe€ Jla Bb3HUKHAT B PaMKHUTE Ha MbpBaTa CeAMHULIA
OT MPEKPaATIBAHETO Ha ITPHEMa Ha BOPTHOKCETHH.

CroOlIaBane Ha OIO3UPAHN HEKEIAHU PEAKIIUNA

CphoO111aBaHeTO Ha MMOI03UPAHH HEXKETAHU PEaKIMU CIIe]] pa3peliaBaHe 3a yrnoTpebda Ha JIeKapCTBEHHs
OpOaYKT € BaxkHO.ToBa MO3BOJIsIBA J]a MPOABIKK HAOIIOIEHUETO HA CHOTHOIIEHHETO MOJI3a/PUCK 3a
JeKapcTBeHUs MPOAYKT.OT METUIIMHCKUTE CIICIUATUCTH CE U3UCKBA JIa ChOOIIABAT BCsKA MOI03HpaHa
HeXKeJlaHa peakilys Ype3 HallMOHaIHAaTa CHCTeMa 3a ChoOIaBane, mocoueHa B [Ipuioxenne V.
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4.9 Ilpeno3upane

TTornpianeTo Ha BOPTUOKCETHH B KIIMHUYHU U3MUTBAHUS,B 1030BUs Auana3oH oT 40 mgno 75 mg e
MIpeIU3BUKAIIO BIOIIIaBAaHE HA CIICTHUTE HEXKEIIAaH! PEaKIN: TajeHe, 3aMaliBaHe MPHU U3IPaBsHE,
JMapusi, CTOMAIIleH TUCKOM(OPT, TeHepaIU3UpaH MPYPUTYC, CHHIMBOCT U 3aYCpPBSIBaHE.
ITocTMapKETUHTOBHST OITUT CE OTHACS TJIABHO JIO MIpeIo3upaHe ¢ BopTuokceTuH a0 80 mg. B
MOBEUYETO OT CIIYYauTe HE Ce ChOOIIABATIIIN CE€ ChOOIIABaT Jieku cuMnToMu. Haii-uecto
CHOOIIaBaHUTE CUMIITOMH Ca TaJIeHe U MOBPHIIaHe.

OnuTthT ¢ npeno3upane ¢ BopTHokceTHH Haj 80 mg e orpanuden. [Ipu cieaBane Ha 103H,

HEKOJKOKPATHO MO-BUCOKHU OT TEPANECBTHUYHHUS J030B JHAIA30H, C& ChOOIIABAT I'bPUOBE U
CEPOTOHUHOB CHHJIPOM.

5. ®APMAKOJIOTMYHHA CBOMCTBA
5.1 ®apmakoguHAMHYHM CBONCTBA
®apmakoTepaneBTiyHa rpymna: [lcuxoananentunu; dpyru antunenpecant, ATCkoa: NO6AX26

MexaHnus3bsM Ha IEUCTBUE

Cwmsra ce, 4e MEXaHU3MBT Ha JIefiCTBHE HAa BOPTHOKCETHH € CBbp3aH C HeroBaTa JUPEKTHA MOIYJIaus
Ha CEpOTOHMHEPTHYHA PELENTOpHA aKTUBHOCT U HHXHOMpaHe Ha cepoToHnHoBHSA (5-HT)
TpaHcnoptep. HeknHuYHM naHHM MOKa3BaT, ue BopTuokceTuH € 5-HT3, 5-HT7, u 5-HTp peuentopen
aHTaroHucrt, S-gyactuueH HT g perientopen aronuct, S-HT 4 perenTopeH aroHUCT ¥ HHXHOUTOP Ha 5-
HT tpancnoprepa, KOeTo BOAU 10 MOJYJIMpPAaHE HA HEBPOTPAHCMUCHATA B HAKOJIKO CUCTEMH,
BKITIOYBAIIY MPETUMHO CEPOTOHHHOBATA, HO BEPOSITHO CHIIIO M HOPaJpEeHAINHOBATA, JONIAMIHOBATA,
XUCTaMUHOBATa, aneTHiIxonunHoBaTta, GABA u riryramatHata cucrema. Tasu MyJITHMOIATHA
AKTHBHOCT CE€ CYHMTa OTTOBOPHA 32 e()EKTHTE, TOJOOHH Ha TE3H MPH aHTHJCTIPECAHTUTE U
AHKCHOJIMTHLIUTE U MOA00PSIBAHETO HA KOTHUTUBHATA (DYHKLUS, YUCHETO U MMaMeTTa, HaOJIr01aBaHu
MIPU BOPTUOKCETHH B TIPOYYBaHHUsI IIPH KUBOTHU. BBIIpekn ToBa ocTaBa HesICEH WHAWBUY ATTHUSIT
NPUHOC Ha OT/EITHUTE MIPHULICITHU PEIeNITOPH 3a HaOrogaBaHus (hapMakoIMHaMU4eH npodui u ce
M3MCKBA MMOBUILIEHO BHUMAHUE MPH TUPEKTHO EKCTPANOIMpaHe Ha JaHHUTE MPH )KUBOTHHU 32 XOpa.

IIpu xopa ca MpoBeACHH IBE MTPOYIBAHUS C TIO3UTPOHHO eMucroHHa ToMorpadust (PET) ¢ m3nonsBane
Ha nuranny 3a S-HTpancnoprep (''C-MADAMor''C-DASB) 3a konudecTBeHO onpe/ensHe Ha
3aemanero Ha 5-HT TpaHcnoprepa B MO3bKa IPH Pa3THYHKUTE 1030BU HUBA. CpEHOTO 3aeMaHe Ha 5-
HT tpancnoprepa B raphe nuclei e npubmmsurenno 50% npu 5 mg/nen, 65% npu 10 mg/nen u ce
nopuiasa 0 Haj 80% mpu 20 mg/neH.

Kinununa edukacHocT 1 6€300aCHOCT

EduxacHocTTa 1 6€301MacHOCTTa Ha BOPTHOKCETHH ca NPOYYEHH B KJIMHUYHA IPOrpama, BKIFOYBAILA
noBeyde oT 6 700 nanueHTH, oT KouTO noseue oT 3 700 ca neKyBaHU ¢ BOPTUOKCETHUH B KPATKOCPOUHU
(<12 ceammuIm) mpoydBaHUs MIPH TOJISIMO AenpecuBHO pasctporictso (I'AP). [IpoBenenu ca
JIBaHAJICCET IBOMHOCIIEIH, TUIale00-KOHTPOIUPaHH, 6/8 ceIMIUYHM IPOYYBaHUs ¢ GUKCHpaHa 1032 32
Npoy4BaHe Ha KpaTKOCpOYHaTa e(hUKAaCHOCT Ha BopTHOKceTHH npu ['JIP nmpu Be3pacTHH
(BKITIOUMTETHO B HAIIpeaHAaNa Bh3pacT). EpukacHOCTTa Ha BOPTHOKCETHH ACMOHCTPHUpA IIPH Haw-
MAaJIKO €/IHa A030Ba rpymna B 9 ot 12-Te mpoyduBaHus, MOKa3BalKH Hal-MaJIKO 2-TOYKH PasIMKa CIPSMO
nane6o 1o olleHbYHATa cKana 3a jenpecus Ha [Montgomery u Asberg] (MADRS) unu B 001us cKop
o 24-ToukoBaTa OlleHbYHA cKaja 3a Jfenpecus Ha Hamilton (HAM-Dy,) -. ToBa ce moakperist u ot
KJIMHUYHATa PEJIeBAHTHOCT, AEMOHCTPUPAHA YPe3 ChOTHOLICHUETO Ha OTTOBOPHIINTE HA JIEYCHUETO U
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TE3U B PEMUCHSI U TIOZOOPEHUETO B CKOPa 10 cKajlaTa 3a 0010 KIMHUYHO BIeYaTIeHHE — 0010
nonobpenne (CGI-1). EdukacHocTTa Ha BOPTHOKCETHH Ce MOBHIIABA C YBEINUAaBAHETO HA J103aTa.

EdexTsT npu MHIUBHITyaTHUTE IPOYUYBAHUS ce oAKpens oT MeTa aHanu3 (MMRM) Ha cpenHara
MPOMSHA CIIPSAMO U3XOJHUTE CTOWHOCTHU B 001us pe3yaratr no MADRS Ha ceqmuriia 6/8 B
KPaTKOCPOUHHTE, TUIAIe00-KOHTPOIMPAHH MPOYYBAaHUS TIpH Bh3pacTHU. [Ipu Meta aHanmm3za, obmmara
CpelHa pa3iuKa CIpsMo Ianedo B MPOyIBAHUATA € CTATUCTUYECKH 3HaunMa: -2,3 Touku (p = 0,007),
-3,6 Touku (p <0,001) u -4,6 Touku (p <0,001) crorBeTHO 32 N031 OT 5, 10, M 20mg /neH,; no3ara ot 1
mg /IeH He ce OTHaeNs OT rare0o Mpy MeTa aHaji3, HO CpeHaTa pasiiuKa CIpsMo Iamnedo e -2,6
ToukH. EQuKacHOCTTa Ha BOPTHOKCETHH C€ MOJIKPETS OT COOpHUS aHaJ N3 Ha OTTOBOPHIINTE Ha
JICYCHHUETO, TIPU KOWTO ACTHT Ha OTTOBOpHIUTE Bapupa oT 46% 10 49% 3a BopTuokceTus cpenty 34%
3a miane6o (p <0,01; NRI ananus).

Hemro moseye, BOPTHOKCETHH, B JI030BHS AMana3oH oT 5 — 20 mg/neH, moka3sa e(hpuKacCHOCT BbPXY
HIMPOKa rama OT ACTPECUBHH CUMIITOMH (OLIEHEHH 4pe3 Mog00peHre B CKOPOBETE HA OTACIHUTE
kpurepun o MADRS).

Eduxacnocrra Ha BopTHOKceTHH 10 nnu 20 mg/neH ce AeMoHcTpupa B 12-ceIMUYHO, IBOMHOCIIAIO,
CPaBHUTEITHO MPOYYBAHE C IPOMEHITNBA 1032, CIIPSIMO aromenatid 25 wim 50 mg/aeH npu naueHTn
¢ I'/IP. BOpTHOKCETHH € CTAaTUCTHIECKH 3HAYMMO IT0-T00Bp OT aroMeNIaTHH, H3MEPEHO Upe3
nogoOpenue B 06must ckop mo MADRS u mogkpeneHo oT KiIMHIYHATA PEIEBEHTHOCT, KOETO €
MOKa3aHO ChC ChOTHOIIEHUETO Ha OTTOBOPIJIUTE HA JICYCHUETO U TE3U B PEMUCHSI U TI0JIOOPSHUETO 11O
ckanara 3a Q0w KIHHUYHA BlieyaTieHns — mogoopenue (CGI )

Tlooowvporcane

[MopabpxkaneTo Ha aHTH/IEPECUBHATA e(DUKACHOCT Ce I0Ka3Ba B MPOYYBaHE 3a MPEAOTBPATABaHE HA
penwnuB. [laneHTH B peMuCHA Cie/l TbPBOHAYAIIHO 12-CeIMIYHO OTBOPEHOJIEYEHNE C BOPTHOKCETHH
ca paHJIOMU3UPAHO Pa3IpeIeIICHH 3a JICUCHHE C BOPTHOKCETHH 5 wiu 10 mg/neH wiu mianedo u
HaOJI0aBaHM 32 PEIUIUB TI0 BpeMe Ha JIBOHHO-CIIAI MepUol oT Hail-Manko 24 cenmuru (24-26
ceamuitn). Boptruokcetnn npeps3xoxna (p=0,004) mrame6o 1Mo OTHOIICHHE HAa MbPBUYHATA KpaliHa
TOYKa, BPEMETO JI0 HACThIIBaHE Ha peruauB Ha ['JIP, ¢ koedummenT Ha puck 2,0; KOeTo 03HadaBa, 4e
PHUCKBT OT PEIUIUB € JIBa IIBTH MO-BUCOK B TPyIaTa Ha Iianedo0, OTKOJIKOTO B Ipymara Ha
BOPTHOKCETHH.

THayuenmu 6 cmapuecka 6v3pacm

B 8- cemmMuuHOTO ABOMHOCHSTO, M1a1e00-KOHTPOIUPAHO, POYUBaHE ¢ (PUKCHUPAHH AO3H MPH
JIETTPECUBHY MAITUCHTH B HaIpeIHaa Bb3pacT (>65 roquan,n=452, 156 oT KOUTO HAa BOPTHOKCETHH),
BOPTHOKCETHH Smg/IeH MPEeBb3X0XKa IIaredo, H3MEepeHo 4pe3 MoA00peHHE BOOIIUTE CKOPOBE 110
MADRS n HAM-Dy4, HabmogaBanusT eeKkT npu BOPTHOKCETHH € 4,7 TOYKHU pa3jiuKa CIpsiMo
miare6o B obmus ckop mo MADRS na cenmuria 8 (MMRM ananus).

THayuenmu c medicka oenpecus unu ¢ 0enpecus U 8UCOKU HUBA HA CUMNIMOMU HA MPEBOHCHOCH

[pu Texxko nenpecuBHy nanueHTH (001us ckop 1o MADRS u3xonHo HEBO >30) ¥ U AENPECUBHU
NaNMEeHTH C BUCOKHM HUBA HA CHMIITOMH Ha TPEBOKHOCT (00mmus ckop no HAM-A Ha U3X0JHO HHBO
>20) BOPTHOKCETHH CBILO IEMOHCTUPA €(PUKACHOCT IIPH KPATKOCPOUHH IIPOYUBAHUS IIPH Bb3PACTHU
(obmrara cpeHa pa3nuka cupsamo miane6o npu ooums ckop mo MADRS Ha cenqmunia 6/8 Bapupa
CHOTBETHO OT 2,8-7,3 Touku u oT 3,6-7,3 Touknt (MMRM ananms)), B cienmanHoTO ipoyyBaHe npu
MAIMEHTH B CTapUeCKa Bb3pPacT BOPTUOKCETHH € €()EKTUBCH U NPH TE3H MAL[ECHTH.

[MoxabpxkaHeTo HAa aHTHIIENPECAaHTHA €(DEKTUBHOCT € ICMOHCTPUPAHO B JIBJITOCPOYHO MPOYBAHE 3a
MIPEBEHITUS HA PEIUINB TP Ta3H MOITYJIAM MAIIHCHTH.

Edhexmu na sopmuoxcemun npu mecma 3a 06eKmusHa oyeHka Ha KoenumusHume @yuxyuu (Digit
Symbol Substitution Test, DSST,; oyenka 6v3 ocHo6a Ha ymeHusma Ha Ynusepcumema Ha
Kanugopnus Can Huezo (RniversityofCaliforniaSanDiegoPerformance-BasedSkillsAssessment,
UPSA) (obexmusnu noxazamenu) u Bvnpocnux 3a degpuyum na 8v3npuemanemo
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(PerceivedDeficitsQuestionnaire, PDQ) u Bbnpocruk 3a KOZHUMUBHO U Pu3uuecko yHKYyuoOHupaHe
(CognitiveandPhysicalFunctioningQuestionnaire, CPFQ) (cybexmusnu noxazamenu) ckopose.

EduxkacHocrTa Ha BopTHOKCeTHH (5-20 mg/nHeBHO) npu nauuenTu ¢ ['JIP e 6una nzcnensana B 2
1a1e00-KOHTPOIMPaHH IPOYYBaHUS IPU BB3pacTHH U | m1ane60-KOHTPOINPaHO KPaTKOCPOYHO
IpOyYBaHE B CTApYECKa Bb3PACT.

BopTuokceTrH e Ma CTaTUCTUYECKH 3HaYMM edeKT crpsamo mianedo cnopen DSST, Bapuparo ot
A=1,75 (p =0,019) mo 4,26 (p <0,0001) B nBeTE IPOyUBaHUs 1puU BB3pacTHU 1 A= 2,79 (p =0,023) B
MPOYyYIBAHETO B cTapuecka Bb3pacT. B merta-anamusure (ANCOVA, LOCF) Ha cpegnaTa mpomsiHa OT
n3xoaHo HUBO B DSST Opoii mpaBUiIHH CUMBOJIM BBB BCHUKUTE TPH NPOYYBAHUS, BOPTHOKCETHH CE
pazzgens ot mianebo (p<0,05) c ronemuna Ha crangaptusupanus edpekt 0,35. [Ipu koperupane 3a
npoMsiHa B MADRS, o0musT pe3ynraT Ha MeTa-aHajanu3a Ha CHINUTE MTPOYIBAHUS MTOKa3Ba, Ue
BOPTHOKCETHH ce pa3zens oT 1rane6o (p <0,05) ¢ ronemuna Ha crangaprusupanus edekr 0,24.

B enHO npoyuBaHe ce oneHsBa e)eKTa Ha BOPTUOKCETHH BbPXY (DYHKIHMOHAIHUS KaaluTeT,
W3IOJI3BaKH OlleHbYHATa ckana 3a ymeHusarta (UniversityofCaliforniaSanDiego Performance-Based
Skills Assessment UPSA). BopTuokceTrH ce pa3zens CTaTUCTHYECKHU OT mianedo ¢ pesynratu ot 8,0
3a BOPTHOKCETHH cpemty 5,1 Touku 3a mamebo (p=0,0003).

BopruokceTrH npeBb3x0skaa mianedo no cyOeKTHBHY MMOKA3aTeIH B €HO POYYBaHe, KOETO €
OLIEHEHO M3MO0JI3Baiiku BerpocHuk 3a geuut Ha BB3NpUEMaHETO C pe3ynTaTs ot -14,6 3a
BoptHOKceTHH 1 10,5 3a rane6o (p=0,002). BopTHOKCETHH He ce pa3ndaBa OT IUIaredo mpu
CyOCKTHBHUTE MOKA3aTeNN, KOraTo ca OICHSBAaHH, H3IO0JI3BaAlKH BBIPOCHUK 32 KOTHUTHBHO U
¢uznuecko HyHKIMOHUPAHE C Pe3yNTaTh OT -8,1 3a BOPTHOKCETHH CIIPsIMO -6,9 3a miane6o
(p=0,086).

THonocumocm u 6esonacnocm

be3onacHocTTa 1 TOHOCUMOCTTA Ha BOPTHOKCETHH Ca YCTAHOBEHU B KPATKOCPOUHU U ABITOCPOUHU
MPOyYBaHUS B TO30BH HHTEPBAN OT 5 10 20 mg/neH. 3a nHpOpManrsI OTHOCHO HEXKENaHUTE ePeKTH,
BIDK TOuKa 4.8.

BOpTI/IOKCGTI/IH HE BOAU O0 yBCJIMYAaBAHC HA Y€CTOTAaTa HA MHCOMHMUSA UM COMHOJICHTHOCT CIIPAMO
iane0o.

B KIIMHUYHU KPaTKOCPOYHHU M JBIATOCPOYHH IUIAe00-KOHTPOIUPAHH MTPOYIBAHUS CUCTEMHO Ca
OLICHSABAHU MOTEHIMATHUTE CUMIITOMH Ha OTHEMaHECIIE] pA3KO MPEKbCBAaHE Ha JIEUEHUETO C
BOPTHOKCETHH. He ce ycTaHOBABa KIMHUYHO 3HAYMMA pPa3jfKa CIIPSMO TUTaredo Mo OTHOIICHUE Ha
YecTOoTaTa WM eCTECTBOTO HAa CHMIITOMHTE Ha OTHEMaHe KaKTo cjell KpaTKocpodHo (6-12 cenqmunn),
TakKa U e/ JbITOCPOUHO (24-64 CeIMUIIN) JIeUeHHE C BOPTHOKCETHH.

UecroTara Ha HEXENaHU PEAKIIMU 110 OTHOIIICHHE Ha CEeKCyallHaTa (DYHKIIUS, KOUTO MAIlMEHTHTE CAMU
ChOOIIABAT, € HUCKA M CXOAHA C Ta3M MpH IUIane0o B KPATKOCPOYHU M IBITOCPOYHU KITMHUYHU
MPOYYBaHUS C BOPTHOKCETHH. B mpoyuBaHusTa ¢ U3M0N3BaHe Ha APU30HCKATa CKajla 32 CeKCyalieH
ornut [ArizonaSexualExperienceScale](ASEX), dectoTata Ha Bb3HHKHAJA 110 BpeMe Ha JICUCHUETO
cexcyanHa quchynkims (TESD) u o0must ckop mo Apu3oHcKaTa ckajia 3a CeKCyaJieH OIUT
[ArizonaSexualExperienceScale] (ASEX)) He ca noka3aiu KIMHUYHO 3HAYMMa Pa3JIiKa CIpsSMO
iane0o Mo OTHOINICHUE HA CHMITOMUTE Ha CeKcyallHa qUcYHKIMS IpH 1034 OoT 5 70 15 mg/nen
BopTrokceTuH. IIpu mo3ata ot 20mg/neH, ce HabmogaBa mosumrasane Ha TESD B cpaBHeHme ¢
rtane6o (pasnuka B uectorara 14,2%, 95%CI [1,4, 27,0]).

EdexTsT Ha BOPTHOKCETHH BBPXY CEKCyaaHaTa (DyHKIIHS € OIIEHEH JOTBIHUTEIHO B €IHO
8-ceIMUYHO, IBOMHOCIISINO, CPaBHUTEIHO IPOYYBaHe ¢ I'bBKaBa J103a (n=424) cpsMo ecluTanonpam
NpY MaLUEHTH, JEKYBaHH B IPOIbIDKEHUE Ha Hail-manko 6 ceqmuuy cbe SSRI (unTanomnpam,
NapOKCETHH WM CEPTPalIMH), C HUICKO HUBO Ha JenpecuBHU cumnTomMu (CGI-S < 3 Ha U3X0IHO HUBO)
u TESD, nanynmpana ot npenxoanoto jederune ¢ SSRI. Boptuokcernn 10-20 mg/nen e cbe
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CTaTHCTUYECKH 3HAYMMO To-HUCKa crerneH Ha TESD, otkonkoto ecuuranonpam 10-20 mg/neH,
M3MEpEeHo upe3 nmpomMsiHata B o0must ckop o CSFQ-14 (BbrnpocHuk 3a MpoMsiHa Ha CeKCyaltHaTa
dbyukmms ¢ 14 mokazarens) (2,2 Touku, p=0,013) rHa ceqmuna 8. Hsima 3raunMa pa3inka B JsU1a Ha
OTTOBOPWJIUTE HA JICUCHUETO B TpymnaTa Ha BopTHokceTHH (162 (74,7%)) B cpaBHEHHE ¢ rpylaTa Ha
ecrranomnpam (137 (66,2%)) va cenmuna 8 (OR 1,5 p=0,057). ArTuaenpecuBHUT eeKT ce 3ama3Ba
U B JIBETE TPYIH Ha JICUSHHE.

BOpTI/IOKCGTI/IH HC ITIOKa3Ba e(I)CKT, B CpaBHCHHUC C rmaue6o IO OTHOICHHUE HA TCJICCHOTO TCIJIO,
ChbpACYHAaTa 4€CTOTAa WJIN KPBbBHOTO HAJATAHC 10 BPEMC HA KPATKOCPOYHUTC U ABJITOCPOYHUTC
KIIMHUYHHA ITIPOYyYBaHUS.

Ipu KJIMHUYHUTE TPOYYBAHUS HE CE HAOMIOaBAT KJIMHUYHO 3HAYHMH MPOMEHH B YEPHOIPOOHUTE
Wi OBOPEYHNUTE TIOKA3aTEeIH.

Bopruokcetnn He nokas3sa KIMHUYHO 3Ha4nM edekT Bpdy EKI" mapamerpure, Bkmountenso QT,
QTec, PR u QRS unrepsana npu nanuentu cl' JIP. B o6croitno QTc nmpoyuBane npu 31pasu
nmoOpoBoIITH TIpH 103U A0 40mg THEBHO HE ce HaOIroaBa MOTCHIIMAN 3a yabbkaBade Ha QTc
WHTEpBaJja.

Ileduampuuna nonyrayus

[IpoBeneHu ca 1Be KpaTKOCPOUHU paHIOMU3UPAHH, TBOHHOCIIEIH, TUIAe00-KOHTPOIUPaHU
Npoy4BaHUs 3a ePUKACHOCT U 0€30MaCHOCT ¢ PUKcHpaHa 103a (BopTuokceTuH 10 mg/nen u

20 mg/neH) U akTUBEH pedepeHTeH MPOAYKT ((IIyOKCETHH); €IHO MPH Jelia Ha Bb3pacT 7 10

11 rogunu ¢ I'JIP u exnHo nipu toHoiu Ha Bb3pacT 12 1o 17 rogunu ¢ I'JIP. [IpoyuBanusaTa BKItO4YBaT
4-ceqMuyueH eMHUYHO 3aClieNeH BhBEKIAI IIEPUO/] C IJIanedo U ChC CTaHIapTU3NpaHa
MICUXOCOIUAIIHA MHTEPBEHIMS (TAlMEeHTH, JIEKYBaHH B IPOYYBaHETO Npu Aena N=677, B mpoyuBaHETO
npu Bb3pacTHU N=777) 1 ca paHIOMHU3UpPAaHU CaMO HEPECTIOHAEPH OT BbBEXKJAIIUS TIEPUOT
(npoyuBane mpu nera N=540, npoyuBane npu Bb3pacTHU N=016).

[Ipu nmpoy4uBaHeTo pH Jena Ha Bb3pacT 7 10 11 roanHu HsiMa CTaTHCTUYECKH 3HAYMMa pa3jIfKa 110
OTHOIIIEHUE HAOOIIHS €EeKT OT aBeTe 03 BopTHOoKceTHH 10 1 20 mg/neH u miarnebo Bb3 OCHOBA Ha
00IIKs CKOp MO CKajlaTa 3a OlleHKa Ha Jienpecus npu aena — npepadorena Bepcus (Children’s
Depression Rating Scale-Revised, CDRS-R) Ha ceamunia 8, KaTo HUTO aKTUBHHUAT pedepeHTEH
poayKT (dyokcernH 20 mg/meH), HUTO OTASITHAUTE 03U BopTHOoKceTHH (10 1 20 mg/neH) mokas3sat
MUHHMATHO 3HAYMMa pa3iivKa crpsaMo miane6o. Karo 110 npoduinbT Ha HeXXeNaHUTe ChOUTHS Ha
BOPTHOKCETHH TIPH JIella € CXOACH C HaOJIr01aBaHHs NIPU BB3PACTHH, C U3KIIOYCHHE Ha TI0-BHCOKATa
YeCcTOTa Ha CHOOIICHMS 3a abmoMuHaAIHA 00JKa IpH Aeria. YectoTaTa Ha MpekpaTsBaHe HA JICUCHUETO
nopajy Hexenanu crouTus e 2,0% npu NalueHTy Ha JiedeHue ¢ Boptuokcetud 20 mg/ne, 1,3% npu
neyenue ¢ BopreokcetuH 10 mg/nen, 0,7% npu npuinokeHrne Ha rianedo U HsiMa cliydan Ha
IIpeKpaTsBaHe Ha JedeHueTo ¢ GryokceTuH. Hali-uecTo choOmaBaHuTe HEXENaHH CHOUTHUS B TPYIIUTE
Ha JICUeHHEe C BOPTHOKCETHH ca TaJicHe, TI1aBo00IHe, TOBPbhIaHe, 3aMassHOCT M abToOMIHAIHA 0OJTKa.
UYecroTara Ha rajicHe, MOBphIIAaHE U a0JOMHHAIHA 0OJIKa € TI0-BHCOKA B TPYIUTE HA JICUCHHE C
BOPTHOKCETHH, OTKOJIKOTO B rpynara Ha muare6o. CyuiuaHa uieamus 1 MoBeIeHrue ca ChoOIaBaHu
KaTO HeXEJIaH!u CHOUTHA 10 BpeMe Ha 4-ceIMUYHIS eTUHIYHO 3acIIeTIeH BhBEX Al epuoy (Tuamnedo
2/677 [0,3%]) u o BpeMe Ha 8-ceAMUUYHUS TIEPUO] Ha JeueHue (BopTuokceTur 10 mg/nen 1/149
[0,7%], mname6o 1/153 [0,7%]). OcBeH ToBa ce choOIIaBa 3a ChOMTUETO ,,HeCTICIU(DUIHN aKTUBHU
cyunuaHu Muciin” ot onieHkaTa o C-SSRS npu 5 manueHTn o BpeMe Ha 8-CeAMUYHUS MTepUo/] Ha
neuenue (Boptuokcetur 20 mg/aen 1/153 [0,7%], mnanedo 1/153 [0,7%] u dnyokcerun 3/82 [3,7%]).
CyuuuaHaTa uaeanys U moBeieHne, M3MEPEHU ChC cKajlaTa 3a OL[CHKA Ha TEXKECTTa Ha CYyULHTHH
mposiu Ha KomymOwuiickus yausepcureT (Columbia-Suicide Severity Rating Scale, C-SSRS), ca
CXOJHH MEXTy TPYIHTE Ha JICYCHHE.

B npoyuBaneTo npu roHOIM Ha Bb3pacT 12 1o 17 roguan auto BopTrokceTnH 10 mg/neH, Huto 20

Mg//IeH CTaTUCTHYECKH 3HAYNMO MPEBH3X0K/1a MIarebo, Bb3 OCHOBA Ha OOIIHs pe3y/ITaT Mo cKajgara
3a OIICHKA Ha JIeTIpecus mpu jaena - npepadorena epcus (Children’s Depression Rating Scale-
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Revised, CDRS-R). AktuBHuAT pedepenTer npoaykT ((payokcerun 20 mg/neH) ce pa3nuuaBa
3HAYUTEITHO OT Iu1ane0o Bb3 0CHOBA Ha oot pedynrtaT mo CDRS-R. Kato 150 npodgmrsT Ha
HEKEJIAHUTE PeaKIMK Ha BOPTHOKCETHH IIPH IOHOIIM € CXOJEH C HaOJI0AaBaHus IIPU BB3PACTHH, C
M3KJTFOUEHHE Ha MO-BUCOKATA YECTOTa Ha ChOOIICHHS ITPU IOHOIIN, OTKOJIKOTO MPH BB3pacTHH, 32
Oonka, 1 cynnuaHa uaeanus. YecToTara Ha IpeKpaTsBaHe Ha JICUCHUETO TOPaI HEKENaH! ChOUTHS
(rmaBHO cyMIMIHA WCALUs, FaleHe U TOBPBILAHE) € Hall-BUCOKA MPH MALMEHTH Ha JICUCHHE C
BopTroKkceTnH 20 mg/neH (5,6%) B cpaBHeHue ¢ BopTuokcetud 10 mg/nen (2,7%), payokcerun
(3,3%) u mmane6o (1,3%). Hati-uecTo choOIaBaHUTE HEXKEIIAHU CHOUTHS B TPYIHUTE HA JICUCHUE C
BOPTHOKCETHH ca TajieHe, MOoBpbIIaHe U riaBodonne. CynuaHa naeanys u moBeieHHe ca
CHOOIIABaHU KaTO HEXXEJIaHU ChOUTHS KAKTO 110 BpeMe Ha 4-CeIMUYHUS €AMHUYHO 3aCIIEHCH

BBBEXK Al Tepuo/ ¢ miaiedo (mwiaredo 13/777 [1,7%]), Taka u o BpeMe Ha 8-CeIMUUHUS TIEPUO]T Ha
neuenue (BoptuokcetuH 10 mg/nen 2/147 [1,4%], Boptrokcerun 20 mg/nen 6/161 [3,7%],
thayoxcernn 6/153 [3,9%], mmane6o 0/154 [0%]). CynumaanTe naeaus u moBeaeHue, n3mepeHu ¢ C-
SSRS, ca cxomHu MEXAy TPYNUTE HA JEUEHHE.

Brintellix He TpsOBa 1a ce U3MOJ3Ba MPH METUATPUYHU TAIIMCHTH (Ha Bh3pacT 1o 18 ronuHu) ¢
TOJISIMO JICTIPECHBHO PAa3CTPOMCTBO (BXK. TOUKa 4.2).

EBpomneiickaTa areHuus mo jekapcrBaTa ocBoO0KJaBa OT 3aAbDKEHUETO 3a IPEOCTaBsIHE Ha
pe3ynTaTiTe OT MPOYUYBAHUSA C BOPTHOKCETHH MPU TOJISIMO AECTIPECUBHO pa3CTPONCTBO MPH Jela Ha
BB3PACT O] 7 TOAMHHM (BX. ToukKa 4.2 3a HH(pOpMaIHs OTHOCHO yroTpeda B IeIuaTpHsITa).

5.2 ®dapmMakoKWHETHYHM CBONCTBA

AOcopOrtus

Bopruokcerun ce abcopbupa 6aBHO, HO JOOpE MPH NEPOPaTHO NPUIIOKEHNE U TUKOBATa My IIa3MeHa
KOHIIEHTpaIlus ce JocTura B pamkute Ha 7 10 11 yaca. Cneq MHOTOKpaTHU 403U OT S5, 10 nnu 20
mg/neH ce HaOmoaaBat cpeiHu CmaxCcTOHHOCTH OT 9 710 33 ng/ml. AGcotoTHaTa OMOHATMYHOCT €
75%. He ce nabmogaBa epexT BpXy apMaKOKMHETHKATa MPH MIPUEM Ha XpaHa (BXK. Touka 4.2).

PasnpenencHue
Cpennusar odem Ha pasnpenenenue (V) e 2,600 1, moka3pal eKCTEH3UBHO €KCTPaBaCKyJIapHO
pasmnpenenenue. BopTHOKCETHH ce CBbpP3Ba BB BUCOKA CTEMEH ¢ TuIa3MeHnTe mpotenHu (98-90%) u

CBBP3BAHCTO U3TJICK A € HE3aBUCHUMO OT IUIa3MCHUTE KOHLCHTpAalluUu Ha BOPTHOKCETHH.

Buorpanchopmarus

BoptrokceTHH ce MeTabonu3upa eKCTEH3UBHO B UEpHUS AP00, MPEAUMHO Upe3 OKUCIICHUE,
karanmmzupano o CYP2D6 u B no-manka crenier CYP3A4 /5 u CYP2C9, 1 nocienBamio KOHIOTHpaHe
C TIIIOKYpOHOBA KUCEJTHHA.

[Ipu npoy4BaHus Ha IEeKaPCTBEHN B3aUMOICHCTBUS HE ce HaOIF0/1aBa WHXUOUPAIT] WM WHIYIIHPAII]
eexT Ha BopTHOKCceTHH 1o oTHOMeHne Ha CYP m3zoensumute CYP1A2, CYP2A6, CYP2B6,
CYP2C8, CYP2C9, CYP2C19, CYP2D6, CYP2E1 unu CYP3A4/5(sx. Touka 4.5). BopTHokceTuH ¢
cnab P-gp cybGcrpar u uaxuburop.

OCHOBHUSAT METa0OJUT Ha BOPTUOKCETHH € (PapMaKOJIOTHYHO HEAKTHBEH.

Enumunupane

CpemHHAT TOTYKUBOT Ha SIMMHUHHUPAHE W IEPOPATHHUAT KIUPHHC, ChOTBETHO ca 66 daca u 33 1/4ac.
[pubnuzutenHo 2/3 0T HEAKTUBHUTE METAO0OJIMTH HA BOPTHOKCETHH CE EKCKPETUPAT C ypHUHATA U
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okomo 1/3 ¢ q)CKaJ'II/II/ITe. CaMO HE3HAUUTEIHHU KOJINYECTBA BOPTHOKCETHH CC€ OTACIIA C (I)eKaJ'II/II/ITG.
IInazmenun KOHOCHTPAUU B CTATUOHAPHO CBCTOAHUC CC JOCTUTAT CJIIC 2 CCIMUIIN.

JInHeHOCT/HEMMHEHHOCT

dapMaKOKWHETHKATA € IMHEHHA ¥ BPEMEBO HE3aBUCHMAa B IIPOYYBAHUS 1030B qHamna3oH (2,5 1o
60mg/neH).

B croTBeTcTBUE € TOMYKUBOTA, MHAESKCHT Ha KyMynupaHne € 5 1o 6, 6azupan Ha AUCy.o4ncien
MHOTOKpATHH JI03H OT 5 10 20 mg/meH.

CHC]_[I/IaJ'IHI/I nomnyJjaanvuu

Hauueﬂmu 6 cmap4ecka ev3pacm

[pu 31paBu 1O0OPOBONIIM B HANIpEAHANA BB3pacT (Ha BB3pacT =65 ronunm; n=20), eKCro3uLusITa Ha
BOPTHOKCETUH ce yBennun 10 27% (Cmax u AUC) B cpaBHEHHE ¢ MJIaly 3IpaBH KOHTPOJIH (Ha
BB3pacT <45 roAuHN) clieJ MHOTOKpaTHU 103U oT 10 mg/neH. Hali-HuckaTa ehekTHBHA 1032 JHEBHO
0T 5 Mg BOPTUOKCETHH, TPsI0Ba BUHATH Ja CE W3II0JI3Ba KaTO HadaJHaTa 1032 IPH MaUEeHTH >65
roauHu (Bx. Touka 4.2). Heo6xoauMo e oBUIIEHO BHUMaHHE,KOTaTO Ce MPEANUCBAT J03U T0-BUCOKH
oT 10 mg BOPTHOKCETHH BEHBX JHEBHO MPU MALMEHTH B CTap4ecKa Bb3pacT (BX. Touka 4.4).

Bvopeuno yepeacoane

Cren equanyHa 1032 oT 10 mg BOPTHOKCETHH, OBOPEYHOTO yBpekIaHe, OLEHEHO MO

tdhopmynata Ha Cockcroft-Gault (Jieko, ymepeHo Wik TeXKO, N=8 3a BCSAKA TPyIIa), IPEIN3BUKa
HE3HAYNTETHHN YBETUUICHIS Ha ekcro3uimsTa (10 30%) B cpaBHEHHE ChC CHOTBETHUTE 3/IPaBU
KOHTponu. [Ipu nanueHTH ¢ TepMuHanHa ObOpevHa HeJOCTaTHYHOCT, CAMO MajKa 4acT OT
BOPTHOKCETHH ce TyOu o Bpeme Ha auanusara (AUC 1 Cipax ca cboTBeTHO 13% 1 27% mo-HUCKH;
n=8) cren enuHUYHA 1032 OoT 10 mg BopTHOKCceTHH. He ce Hamara Kopurupane Ha jo03aTa Bb3 OCHOBA
Ha O0bOpeuHaTa GyHKuus (BXK. Touka 4.2 u 4.4).

Yeprodpobno yspescoane

®dapMakokuHeTHKaTa Mpu HHANBHIM (N = 6-8) ¢ JIeK0, yMEPEHO UIIH TEXKKO YepPHOIPOOHO yBpeXKIaHE
(Child-Pugh crotBetHO Ki1ac A, B unu C) e cpaBHeHa ¢ Ta3u npu 3apasu gooposouiy. [Ipomenute B
AUC ca c mo-manko ot 10% mo-HUCKU CTOWHOCTH ITPH UHIUBHUIM C JIEKO MM YMEPEHO YEPHOAPOOHO
yBpexnane u ¢ 10% mo-BUCOKH CTOWHOCTH MPU WHANBHUIM C TEKKO YEPHOAPOOHO YBpEKAaHE.
[IpomennTe B Cumax ca € O-MaNKO OT 25% MO-HUCKH CTOWHOCTH NPY BCHYKH rpynu. He ce Hanara
KOpUTHpaHe Ha 103aTa Bb3 OCHOBA Ha yepHoapoOHaTa ¢pyHKUus (BX. Touka 4.2 u 4.4).

CYP2D6 ecenomun

[Ina3meHara KOHIIGHTpaKs HA BOPTHOKCETHH € MPUOIM3UTEITHO JBa ITTH ITO-BUCOKA TIPU CIIa0H
CYP2D6 merabomu3aTopu, OTKOJIKOTO P eKCTEH3UBHUTE MeTaboIM3aTopu. ETHOBpEeMEHHOTO
npuinarane Ha MOITHUC Y P3 A4/2C9 naxuburtopu npu cnabuCYP2D6 MeTabonn3aTopy MOTEHIIHATHO
MOXe Jia JOBEAE A0 MO-BUCOKA EKCIO3UIHA (BX. TouKa 4.5).

IIpu m3xmroantenHo 6pp3u CYP2D6 MeTabonm3aTopH, IiIa3MeHaTa KOHIICHTPAIT|s Ha BOPTHOKCETHH
10 mg/nen e Mex1y Te3u, NOTy4YeHH MPH eKCTEH3UBHUTE MeTabonn3aTopu npu 5 mg/ned u 10
mg/neH.

B 3aBuCHMOCT OT HHAMBHUIYaAIHUS OTTOBOP MOJKE /1a c€ OOMHCIIHM KOPUTMpaHe Ha 03aTa. (BXK. TOUKa
4.2).

Ieouampuuna nonynayus

dapMaKOKUHETHKATa HA BOPTUOKCETHH P NEAMATPUYHU MTALUEHTH C TOJIIMO ACHPECUBHO
Pa3CTPOMCTBO cie]] MEPOPaTHO MPUIIOKEHHE Ha OT 5 10 20 mg BEAHBK THEBHO € XapaKTepH3UpaHa C
MOMOIITA Ha aHAJIM3H 3a MOITyJallMOHHO MOJICNIUpaHe, OCHOBABAIIX CE HA JaHHU OT €JHO
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(hapmakokrHETHYHO mpoy4uBane (7-17 ronnHM) U ABE MPOYYBAHUS 32 ePUKACHOCT U Oe3omacHoCT (7-
17 ronunan). @apMakOKHHETHKATa HA BOPHOKCETHUH MPH NEIUATPUYHH MAIIMEHTH € CXOHA C
HaOJro/1aBaHaTa NP Bh3PAaCTHH MAllUEHTH.

5.3 IlpeakJMHUYHU JAHHHU 32 0€30MACHOCT

[IpunaraneTo Ha BOPTHOKCETHH NPH MIPOYUYBAHHUS 3@ 00IIa TOKCHYHOCT IPH MUIIKH, IITBXOBE M KydeTa
€ CBBP3aHO IVIaBHO C KJIIMHWYHU CUMIITOMH, OT CTpaHa Ha [IEHTpajHaTa HEpBHA cucTeMa. Te BKIIoYBaT
OTJIENIIHE Ha CIIIOHKA (TTHXOBE M KydeTa), pa3lIupsiBaHe Ha 3eHUIUTe (KydeTa) U JBa ciaydas Ha
npunaxbly Ipy KydeTa B IporpaMara 3a o0I1a TOKCHYHOCT. 3a NpunaIblyTe € yCTAHOBEHO HUBO 0€3
edeKT cbC ChOTBETHA IPaHMIA Ha OE30I1aCHOCT 5, KaTo ce UMa MpeiBUA MaKCUMaHaTa
NpenopbYHTENIHA TepaneBTHYHA 1032 oT 20 mg/neH. TapreTHara opraHHa TOKCHYHOCT € OTpaHHYCHa JI0
O0bOpenu (MTBbX0BE) U YepeH Apod (MUIIKK U mTbxoBe). [IpoMenuTe B ObOpennTe Npu MIBX0BE
(rnmomepynonedpur, Or0pevHa TyOyIapHa OOCTPYKIIHS, KPUCTAITHU OTJIaraHUus B ObOpeuHuTe TyOyNn) U
B YUEpHUS Ipo0 MPU MHIIKH U TUIBXOBE (XemaTolenyiapHa XUImepTpodusi, XenaToiuTHA HEKPO3a,
XUIEPIUIa3Hus Ha KI'bUHUS KaHANI, KPUCTAJIHU OTJIaraHusl MaTepuall B )KITbYHUTE IBTUINA) Ce
HaOII01aBaT MpU eKCIO3UIMH, ToBeye oT 10 mbTH (MULIKK) U 2 IBTH (ITBXOBE) T €KCIIO3ULIUATA [IPH
XO0pa IPH MaKCUMAaJTHATa MPENOPBUINTENTHA TepalleBTHIHA 1032 oT 20 mg/neH. Te3n HaxoaKu OCHOBHO
ce MPHITUCBAT Ha crienn(pUIHA 32 TPU3AYUTE, CBbP3aHa C BOPTHOKCETHH, OOCTPYKIHSI Ha ObOpeYHUTE
TyOYJIH Y KTBYHUTE IBTUIIA OT KPUCTATHU OTJIAaraHus M CE CUMUTAT 32 HUCKO PUCKOBH MPH XOpa.

BopTHokceTHH He € TeHOTOKCHYEH NPHU CTaHJapTHa OaTepus OTinvitro u invivo TECTOBE.

B®b3 ocHOBa Ha pe3yATaTUTE OT 2-TOAMIIHO KOHBEHIMOHATIHO MPOYYBaHE 32 KAPLUUHOTCHHOCT NPU
MHUIIKH WK TUTBXOBE, CE CUUTA, Y€ BOPTUOKCETHH HE MPEACTABIsIBA PUCK 33 KAPIIMHOT€HHOCT TIPH
Xopara.

BopTrokceTnH HAMa eQeKT BEpXY GepTIInTeTa, YUPTOCBAHETO, PETIPOTYKTUBHUTE OPTaH! WIN
MOp(i)OJ'IOI'I/ISITa 1 IMMOABUKHOCTTA Ha CIIEPMATO30MANUTE IIPH IIITHXOBE. BOpTI/IOKCCTI/IH HE € TCPATOTCHECH
IpY TUTHXOBE MU 3alilIy, HO € HaOJI0JaBaHa PeNPOAYKTUBHA TOKCUYHOCT, KaTo e()eKTH BBPXY TETJIOTO
Ha TUI0/1a ¥ 3a0aBeHa ocu(UKaIys, IPU INTHX0BE MPH SKCIIO3UIUH MoBede OT 10 MbTH eKCIIONUIHATA
IIpH XOpa MpH MaKCHMaJIHaTa penopbhunTeliHa TepaneBTnyHa 103a oT 20 mg/nen. [lonobnu edexrtu ca
HaOII0IaBaH! NPH 3K P CyOTepaneBTUIHA eKCIIO3UIINUSI.

B mpe- 1 mocTHATATHY MPOYYBAHUS MPH TUTHXOBE, BOPTHOKCETHH € CBBP3aH C MOBUIIIEHA CMBPTHOCT
[P MAJIKKTE, HAaMaJIeHO HaJaBaHe Ha TErjIo U 3a0aBEHO Pa3BUTHUE MPH 103U, KOUTO HE BOIAT JI0
TOKCHUYHOCT MPH MaikaTa, ¥ TIPU eKCIIO3UIIHS [T0J00HA Ha Ta3H, JOCTUraHa MPHU XOpa CIIe MpHIaraHe
Ha BopTHOKceTHH 20 mg/neH (Bx. Touka 4.6).

BemiectBo, CpoHO Ha BOPTHOKCETHH, C€ OTIENS B MIISIKOTO Ha JIAKTHPAIIHU TUTEXO0BE (BXK. TOUkKa 4.6).

B IMpOoy4YBaHUA 3a TOKCUYHOCT IIPU MJIaJIv INTBXOBE, BCUYKHU HAXOAKH CBbP3aHU C JICHCHUCTO C
BOPTHUOKCETHH, Ca B CbOTBETCTBUEC C TC3U, Ha6J'IIOI[aBaHI/I IIpU Bb3paCTHU JXUBOTHH.

IIpoyuBaHusiTa 3a OIleHKa Ha OE30ITaCHOCTTA 32 OKOJIHATA CPe/ia MTOKA3BaT, Y€ BOPTHOKCETHH UMa
MOTeHIMaNa 1a 0b/ie YCTOWINBO, OMOKYMYJIHPAIIO ¥ TOKCHYHO 32 OKOJIHATA Cpe/ia BEMIECTBO (PHCK 3a
pubute). Beiipeku ToBa, pU NPENopbYUTEHATA YIIOTpeOa MPH MAUEHTH, CE CUUTA, Y€ BOPTUOKCETHH
MIpeICTaBIIsIBa HE3HAYUTEIIEH PUCK 3a BOJHATA U CyX03€MHa cpefia (BXkK. Touka 6.6).
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6. DAPMAIIEBTUYHU JAHHHU
6.1 Chaucbk Ha NOMOIIHHUTE BeLIECTBA
XUapOKCUTPOTIIIIOETAICKC

Etanon (96%)

IIpeuncrena Boga

6.2 HecbBMECTHMOCTH

[Ipu nunca Ha MpoyYBaHUS 32 HECHBMECTUMOCT TO3H JIEKapCTBEH MPOAYKT HE TpsiOBa Ja ce cMecBa ¢
JPYTH JIEKapCTBEHH MTPOYKTH.

6.3 Cpok Ha roaHocT

3 rogunu. Cnen oTBapsiHe, KAIKUTE TPAOBa Ja ce U3IM0J3BaT 10 8§ CEAMUILIM.

6.4 CrhenuanaHu ycI10BHA Ha CbXpaHeHHUe

To3u nexkapcTBeH NPOLYKT HE U3HMCKBA CIIELUAIIHY YCIOBUS 3a ChbXPaHEHHUE.

6.5 Bun u chabp:kaHne HA ONAKOBKATA

15 ml B 6ytunka ot TeMHO cThKIIO (TuH I1I) 1 Kanauka Ha BUHT (TToHNponuieH),c kankomep (LD-
MOJINETUIICH) (3aIIMTEHAOT JIela 3aIlyIIaaKa).

OmnakoBka ot 1 cTpkiIeHa OyTHiKa.

6.6 CrhenuanHu npeanasHu MepKHU NMPH U3XBbPJIsiHE

Hewusnomn3BaHusAT JeKapcTBEH NPOAYKT WM OTIAAbYHUTE MATEPHAIN OT HETo TPsIOBa 1a Ce U3XBBPIIAT
B CHOTBETCTBHE C MECTHUTE M3UCKBAHMUSI.

7. HHPUTEXATEJI HA PASPEHIEHUETO 3A YIHOTPEBA

H. LundbeckA/S

Ottiliavej 9

2500 Valby

Janus

8. HOMEP(A) HA PASPEHLIEHUETO 3A YIIOTPEBA

EU/1/13/891/036

9. JATA HA ITbPBO PABPEIIABAHE/IIOJHOBSIBAHE HA PASPEIIEHHUETO 3A

YIIOTPEBA

Hata Ha mepBo pazpemanane: 18 gexemBpu 2013 r.
Jara na mocnenHo nonHoBsiBane:20 HoemBpu 2018 1.
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10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

ITonpoOHa wHGOPMAITHS 32 TO3U JEKAPCTBEH MPOAYKT € MpeIocTaBeHa Ha yeOcaiita Ha EBponefickara
areHuus 1o JeKkapcTBaTa http://www.ema.europa.eu.
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HNPUJIOKEHHE I1

HPOU3BOAUTEJ OTTOBOPEH 3A OCBOBOKJIABAHE
HA TTAPTU AN

YCJIOBUA NN OTPAHUYEHNUS 3A TOCTABKA 1
YIHOTPEBA

APYI'N YCJIOBUSA N U3BUCKBAHUA HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUA UJIN OTPAHUYEHUS 3A BE3OITACHA "

E®EKTHUBHA YIIOTPEEA HA JJEKAPCTBEHMSI
MPOAYKT
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A. TIPOU3BOJAUTEJI OTTOBOPEH 3A OCBOBOX/IABAHE HA ITAPTHUIN

H. Lundbeck A/S
Ottiliavej 9

DK 2500 Valby
DENMARK

b. YCJIOBUSA NN OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHUAT MPOIYKT C€ OTITyCKa IO OTPAHMYEHO JIEKApCKO TpeIcaHue.

B. JPYI'M YCJIOBUSA U N3UCKBAHUS HA PASPEHIEHHUETO 3A YIIOTPEBA
. IepnoguyHu akTyaJIM3MPaHH J0KJIAIH 32 6€30IaCHOCT

M3uckBanmsTa 3a oJjaBaHe Ha IEPHOINIHH aKTyaTU3upaHu TOKIaau 3a 0€30MMacHOCT 3a TO3H
JIEKapCTBEH MPOJYKT ca MOCOYCHHU B CIIMCHKA ¢ pedepeHTHUTE AaTH Ha EBponeiickus cpio3 (EURD
CIUCHK), IpeaBuaeH B 4. 1078, an. 7 ot Jupextusa 2001/83/EO, 1 BbB BCHUKH CIIEABAIIA
aKTyalHu3aIiy, MyOINKyBaH Ha €BpOINEHCKHS yeOTopTall 3a JIEKapCcTBa.

. YCJI0BHUA WIN OTPAHUYEHUS 3A BE3OITACHA 1 E@EKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUSA TPOAYKT

. IInan 3a ynpasaenue Ha pucka (ITYP)

[IPY TpsibBa na U3BHPIIBA U3UCKBAHUTE IEHHOCTH M JCHCTBUS, CBBP3aHU C MPOCICIsIBaHE HAa
JeKapcTBeHaTa 0e30macHoCT, mocoueHu B onoopenus [IYP, npeacrasen B Moayn 1.8.2 Ha
Pa3pemenneTo 3a ynmotpeba, KakTo ¥ MPH BCHYKHU CIISBAINN ChIIIACYBaHH akTyann3anud Ha [TYP.

Axryamsupan [1YP TpsiOBa na ce monasa:

. 1o rckaHe Ha EBponelickara areHIys 1o JeKapcTBara;

. BHHArH, KOraTo ce U3MEHs CHCTeMaTa 3a YIpaBJeHHEe Ha PUCKaA, 0COOCHO B Pe3yJiTar
Ha MOoJTyYyaBaHe Ha HOBa MH(POPMAIIKs, KOSITO MOXKeE JIa JOBEIe IO 3HAYMMH IPOMEHH B
CHOTHOIICHHUETO T0J3a/PHUCK, WK CJIe] JOCTUIaHEe Ha BaKEH eTam (BbB BPB3Ka C IPOCIIE/IIBAHE Ha
JleKapcTBeHaTa 6€30MacHOCT MM CBEXK/IAHE HA PUCKA 10 MUHUMYM).
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NNPUJIOKXEHUE 111

JAHHMU BBPXY OITAKOBKATA U JIMCTOBKA

46



A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA U 'IBPBUYHA
OITAKOBKA

KAPTOHEHA OITAKOBKA U ETUKETHA OIIAKOBKATA 3A TABJIETKHU

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 5 mg ¢unmupanu Tadnetkn
vortioxetine

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Beska dunmmupana TabieTka chabpika 5 mgvortioxetine(kato XHIpoOpOMHMT).

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

14 punmupany TaOIETKH
28 dhuamupaHu TaOIEeTKH
98 bmmMupaHu Ta0IETKH
56x1 ¢hunmupanu TabiIeTKU
98x1 ¢punmupanu TabIeTKH
100 dbuamMupann TaOIeTKH
200 punmMupany TaOICTKH

‘ 5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

[Ipenu ynorpeda npodereTe IUCTOBKATA.

[lepopanHo npunoxxeHue

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

‘ 7. JAPYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'ogen no: MM-YYYY
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9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHELNMUAJHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

12. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

EU/1/13/891/001 14 dmnvupanm TabIeTKu
EU/1/13/891/002 28 dhunmmupanm TaOIETKH
EU/1/13/891/003 56 x 1 ¢punmupanu TabIeTKu
EU/1/13/891/004 98 x 1 ¢unmupanu TabaeTKu
EU/1/13/891/006 100 dunmupann TabIeTKH
EU/1/13/891/007 200 dpunmupanu TabIeTKA
EU/1/13/891/03798 dunmupanu TabIeTKu

13. IMAPTUIEH HOMEP<, KOOJOBE HA JAPEHUETO N HA ITPOAYKTA>

ITaptugen Ne

‘ 14. HAYHMH HA OTHYCKAHE

| 15.  YKA3AHMUSI 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMS HA BPAMJIOBA A3BYKA

Brintellix 5 mg

‘ 17. YHUKAJIEH TIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3MepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 18. YHUKAJIEH LWIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA MEKIUHHA OITAKOBKA/KOMIIOHEHT OT I'PYIIOBA
OIIAKOBKA (BE3 BLUEBOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 5 mg ¢unmupanu Tadnetkn
vortioxetine

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Beska dummupana TabneTka chabpika 5 mgvortioxetine KaTo XHAPOOPOMUT

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

14 punmupanu TabIETKH
98 x 1 punmupanu TabneTKy.
KommoHeHT Ha rpynoBa OnmakoBKa, He MOXKE Jla Ce IpoJlaBa OTACIHO.

| 5. HAYMH HA MMPWJIATAHE M MbT(MIIA) HA BbBEXKIAHE

[penu ymotpeda nmpovereTe IUCTOBKATA.

[IepopanHo mpunoxeHue

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TIOCET'A HA JIEIIA

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no: MM-YYYY

9. CIIEHMAJIHH YCJIOBUSA HA CbXPAHEHUE
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TAX, AKO CE U3UCKBAT TAKUBA

10. CHELOUAJIHU NPEAITAZHUW MEPKU IIPU U3XBBPJISSHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU UJIN OTIIAABYHU MATEPHUAJIN OT

11. HUME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Hanus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/13/891/038 126bunmupanu Tabnerku (9 onmakoBku ot 14)
EU/1/13/891/005 490¢unmupanu tadneTku (5 onakoBku oT 98 X 1)

13. IMAPTUAEH HOMEP<, KOAOBE HA JTAPEHUETO N HA TIPOJAYKTA>

[Taptunen Ne

‘ 14. HAYUYH HA OTITYCKAHE

| 15.  YKA3AHMUSI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAMJIOBA A3BYKA

Brintellix 5 mg

‘ 17. YHUKAJIEH TWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH HWIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

ETUKET HA BbHIIHATA ObBUBKA HA I'PYIIOBUTE OITAKOBKH, ObBUTHU
BBbB ®OJINO (BKJIIOYUTEJHO BLUEBOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 5 mg ¢unmupanu Tadnetkn
vortioxetine

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Bceska dunmMupana TabneTka chabpka 5 mgvortioxetinekaTo XuapoOpoMu

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

I'pynoBa omakoBka: 126 (9 onakoBku ot 14) punMupanu TadbueTku
I'pynoBa omakoBka: 490 (5 onakoBku oT 98 X 1) punmupanu TabaeTKu

5. HAYYH HA ITPUJIATAHE U ITbT(UIIA) HA BBBEKJIAHE

[Ipenu ynorpeba npodereTe ITMCTOBKATA.

IIepopanHo mpunoxeHue

6. CIIENMAJIHO INPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'JIEJA 1 JOCEI'A HA JEIIA

ﬂ;a CC CbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a ACIIA.

‘ 7. APYI'U CHEIMAJIHU ITPEAYITPEXKJIEHUSA, AKO E HEOBXOJMUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'omen no: MM-YYYY

9. CIIEHMAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CIHEIUAJIHU ITPEAIIA3HU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. UME U AJIPEC HA ITPUTEXATEJIA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/13/891/038 126dwunmupann TadireTku (9 omakoBku ot 14)
EU/1/13/891/005 490 ¢punmupann TabieTkH (5 omakoBKH oT 98 x 1)

13. IHAPTUJAEH HOMEP<, KOAOBE HA JAPEHUETO U HA TIPOAYKTA>

ITapTunen Ne

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

| 16.  MH®OPMALIMSI HA BPAIJIOBA A3BYKA

Brintellix 5 mg

‘ 17. YHUKAJIEH HIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JBynaMmepeH 0apKoJ C BKIIOYEH YHAKAICH UACHTH(MHUKATOP

‘ 18. YHUKAJIEH LWIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHHUMYM JAHHHU, KOUTO TPABBA A CbABPXAT BJIMCTEPUTE

BJIMCTEP 3A TABJIETKHN

| 1. HNME HA JIEKAPCTBEHUS NIPOAYKT

Brintellix 5 mg TabmeTka
vortioxetine

| 2. HUME HA ITPUTEXATEJIS HA PASPEIHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S

| 3. JATA HA U3THNYAHE HA CPOKA HA T'OJHOCT

T'ogen no: MM-YYYY

[4. NAPTUJEH HOMEP<, KOJIOBE HA JIAPEHUETO U HA IPOJIYKTA>

ITaptunen Ne

5.  JPYIO
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JAHHU, KOUTO TPABBA A CbAbPKA BTOPUYHATA OITAKOBKAU ITbPBUYHA
OITAKOBKA

KAPTOHEHA OITAKOBKA U ETUKETHA OIIAKOBKATA 3A TABJIETKHU

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 10 mg dunmupanu TabneTku
vortioxetine

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Bceska dummupana TabneTtka cpappika 10 mgvortioxetinekato XuapoOpoMu)

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

7 hunMupanu TabiaeTKu
14bunmupany TadIeTKA

28 prMupanu TaOIETKH

56 GuiMupaHu TabIEeTKH

56 x1 ¢punmupanu TabIEeTKH
98 prmupanu TaOIETKH

98 x1 ¢punmMupanu TabIeTKH
100punmupann TabaeTKH
200¢punmupany TabIETKH

5. HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

[Ipenu ynorpeba mpoyerere IMCTOBKATA.

TlepopanHo npusioxeHue

6. CIIENMAJIHO INPEAYIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO JAJIEYE OT IIOI'VIEJA 1 JOCEI'A HA JELIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'N CHENUAJIHU NPEAYIPEXJIEHUSA, AKO E HEOBXOJINMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no: MM-YYYY
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9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHELNMUAJHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

12. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

EU/1/13/891/008 7 punmupanu Ta0neTku
EU/1/13/891/009 14dummupanu TabaeTKA
EU/1/13/891/010 28 punmupann TabIeTKA
EU/1/13/891/011 56punmupanu TabIeTKu
EU/1/13/891/012 98 prmmupanu TabIeTKA
EU/1/13/891/01356 x 1punmupanu TadbaeTku
EU/1/13/891/01498 x 1 ¢punmupanu TabneTku
EU/1/13/891/016 100¢dmnvupann TabaeTKu
EU/1/13/891/017200¢unmmupann TabIeTKH

13. IMAPTUIEH HOMEP<, KOJOBE HA JTAPEHUETO U HA ITPOAYKTA>

ITaptunen Ne

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HH®OPMAIINS HA BPAMJIOBA A3BYKA

Brintellix 10 mg

‘ 17. YHUKAJIEH WIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JIByn3MepeH 0apKoJi C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD
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18. YHUKAJIEH WAEHTUO®UKATOP — JIAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA MEKIUHHA
OITAKOBKA/KOMITIOHEHT OT I'PYIIOBA OITIAKOBKA (BE3 BLUEBOX)

1.

NME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 10 mg ¢uivupanu TabieTkn
vortioxetine

| 2.

OBSABSABAHE HA AKTUBHOTO(MTE) BEIIECTBO(A)

Bcesika punmupana tabierka chappka 10 mgvortioxetinekaTo XuapoOpoMug

| 3.

CIIMCBK HA IOMOIIIHUTE BEIIECTBA

| 4.

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

14 dumMupaHu TabIETKH
98 x 1 hummupanm TaOIETKH.
KoMmoHeHT Ha TpyIoBa olakoBKa, HE MOXKeE Jia ce MPoJaBa OTACITHO.

| 5.

HAUYUH HA ITIPUJIATAHE U ITbT(MIIA) HA BBBE/KJAHE

[penu ymoTrpeda nmpovereTe IUCTOBKATA.

[IepopanHo mpunoxeHue

6.

CIIEHUAJIHO ITPEAYHPEXJIEHUE, UE JIEKAPCTBEHUSAT ITPOAYKT TPSIBBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIEIIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTBHIIHO 34 ACLA.

7.

APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJIUMO

| 8.

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no: MM-YYYY

| 9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10.

CIIEHUAJIHU TIPEITIA3HUA MEPKU ITPU U3XBBPJISIHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

‘ 12. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

EU/1/13/891/039 126 ¢unmupanu tadbnaetku (9 onakoBku ot 14)
EU/1/13/891/015 490 dunmupann TadireTku (5 omakoBKH oT 98 x 1)

‘ 13. IMAPTUJAEH HOMEP<, KOAOBE HA JAPEHUETO U HA TPOAYKTA>

ITaptunen Ne

‘ 14. HAYUYH HA OTITYCKAHE

| 15.  YKA3AHWUSI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAMJIOBA A3BYKA

Brintellix 10 mg

‘ 17. YHUKAJIEH HAEHTHO®UKATOP — IBYU3MEPEH BAPKO/

‘ 18. YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

ETUKET HA BBHITHATA ObBUBKA HA I'PYIIOBUTE OITAKOBKH, ObBUTHU
BBbB ®OJINO (BKJIIOUYUTEJHO BLUEBOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 10 mg dunmupanu TabneTku
vortioxetine

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Beska dumvupana TabneTka cpabpika 10 mgvortioxetinekaro XuapoOpoMua

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

I'pynoBa omakoBka: 126 (9 onakoBku ot 14) punmupanu tTabneTku
I'pynoBa omakoBka: 490 (5 onakoBku oT 98 X 1) punmupanu TabaeTKu

5. HAYUH HA TIPUJIATAHE N ITbT(MIIIA) HA BbBE/KJAHE

[Ipenu ynorpeba mpoverere IMCTOBKATA.

TlepopanHo npusioxeHue

6. CIIEHUAJIHO INPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBXPAHSABA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JIETIA

[a ce cpxpaHsBa Ha MSCTO, HEJOCTHITHO 32 JICTIA.

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OAHOCT

T'ogen no: MM-YYYY

‘ 9. CIIENMAJIHHN YCJIOBUA HA CbXPAHEHHWE

10. CHELUWAJIHU NPEAITAZHUW MEPKU IIPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

‘ 12. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

EU/1/13/891/039 126bunmupanu Tadnetku (9 omakoBku oT 14)
EU/1/13/891/015 490 dunmupann tabieTkn (5 omakoBKH oT 98 x1)

‘ 13. IMAPTUJAEH HOMEP<, KOAOBE HA JAPEHUETO U HA TPOAYKTA>

ITaptunen Ne

‘ 14. HAYUYH HA OTITYCKAHE

| 15.  YKA3AHWUSI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAMJIOBA A3BYKA

Brintellix 10 mg

‘ 17. YHUKAJIEH HAEHTHO®UKATOP — IBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJ ¢ BKIFOYECH YHUKAJIEH HICHTH(PHKATOP

‘ 18. YHUKAJIEH WAEHTUO®UKATOP — JJIAHHU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHHUMYM JAHHHU, KOUTO TPABBA A CbABPXAT BJIMCTEPUTE

BJIMCTEP 3A TABJIETKHN

| 1. HNME HA JIEKAPCTBEHUS NIPOAYKT

Brintellix 10 mg Tabnerka
vortioxetine

| 2. HUME HA ITPUTEXATEJIS HA PASPEIHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S

| 3. JATA HA U3THNYAHE HA CPOKA HA T'OJHOCT

T'ogen no:

| 4. IHAPTUJAEH HOMEP<, KOAOBE HA JAPEHUETO M1 HA TIPOAYKTA>

ITapTugen Ne

5. JPYIO

62



JAHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

ONNAKOBKA M ETUKET 3A KOHTEMHEPA C TABJETKH

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 15mg dbunvmupanu TabneTku
vortioxetine

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEHIECTBO(A)

Beska dumvupana TabneTka cpabpika 15 mgvortioxetinekaro XuapoOpoMua

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

14 punmupanu TabIETKH
28punmupanu Ta0IeTKA

56 ¢huaMupaHd TaOIeTKH

56 x 1 ¢punmupaHu TabIeTKH
98 punmupaHu TabIETKH

98 x 1 hummupanu TaOIETKH
100pumMupany Ta0IeTKH
200¢unmupann TaOICTKU

‘ 5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

IIpenu ynorpeda npoyereTe IMCTOBKATA

[lepopanHo npunoxxeHue

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a CC€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 34 JIC1a

‘ 7. APYI'N CHENUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJINMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ogen no: MM-YYYY
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9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHELNMUAJHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

12. HOMEP(A) HA PASPEHLIEHUETO 3A YIIOTPEBA

EU/1/13/891/0018 14 ¢unmupanu TabneTku
EU/1/13/891/0019 28 hbunmmupann TaOIeTKH
EU/1/13/891/0020 56¢dunvupanu TabiaeTku
EU/1/13/891/0021 98¢punmupanu TabiaeTku
EU/1/13/891/0022 56 x 1dbunMupann TaOIeTKH
EU/1/13/891/0023 98 x 1 ¢punmupanu TabIeTKH
EU/1/13/891/0025 100¢punmupanu TabneTku
EU/1/13/891/0026 200¢punmupanu TabaeTKu

13. IMAPTUJAEH HOMEP<, KOJAOBE HA JAPEHUETO U HA TPOAYKTA>

ITapTugen Ne

‘ 14. HAYHMH HA OTHYCKAHE

| 15.  YKA3AHMUSI 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMS HA BPAMJIOBA A3BYKA

Brintellix 15 mg

‘ 17. YHUKAJIEH HIEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JByn3mepeH 0apKoJ ¢ BKIIOYECH YHUKAJIEH HICHTU(PHUKATOP

‘ 18. YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA MEX/IMHHA OITAKOBKA/KOMIIOHEHT OT I'PYIIOBA
OITAKOBKA (BE3 BLUEBOX)

1. NME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 15 mg ¢uivupanu TabmeTkn
vortioxetine

| 2. OBSIBIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika punmupana tabierka chappka 15 mgvortioxetinekaTo XuapoOpoMuI

‘ 3. CIIMCBK HA TIOMOIIIHUTE BEIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

98 x 1 punmupanu TabIETKY.
KoMIoHeHT oT rpymnoBa omakoBKa, HE MOXKeE Ja ce IPOoaBa OTICITHO

‘ 5. HAYUH HA ITPUJIATAHE U ITbT(MIIIA) HA BBBE/KJIAHE

[Ipenu ynotpeda nmpoyereTe IMCTOBKATA

IIepopanHo mpunoxeHue

6. CIIEHUAJIHO HPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA TELIA

ﬂa CC ChbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a [IC1Ia

‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ongen no: MM-YYYY

‘ 9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CHEHOUAJHU NPEAITA3SHU MEPKU ITPU U3XBBPJIISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

‘ 12. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

EU/1/13/891/0024 490¢unmupanu tabaetku (5 onakoBku ot 98 x1)

‘ 13. IHAPTUJAEH HOMEP<, KOJAOBE HA JAPEHUETO U HA ITPOAYKTA>

[Taptuaen Ne

‘ 14. HAYHNH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAILIMS HA BPAMJIOBA A3BYKA

Brintellix 15 mg

‘ 17. YHUKAJIEH NWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

‘ 18. YHUKAJIEH HWIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

ETUKET HA BBHIIHATA ObBUBKA HA I'PYIIOBUTE OITAKOBKH, ObBUTHU
BBbB ®OJINO (BKJIIOUYUTEJHO BLUEBOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 15 mg dunmupanu TadbneTku
vortioxetine

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Beska dunmvupana TabneTka cpabpika 15 mgvortioxetinekaro XuapoOpoMua

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

I'pynoBa omakoBka: 490 (5 onakoBku oT 98 X 1) punmupanu TabaeTKH

‘ 5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

[penu ymoTpeda mpoyereTe IUCTOBKATA

[lepopanHo npunoxxeHue

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTELIIA

I[a CC€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JIC1a

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA IT'OJHOCT

T'onen no:

‘ 9. CIIEHHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CIHEIUAJIHU ITPEAIIA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

‘ 12. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

EU/1/13/891/0024 98 bunmupanu Tadnetku490¢pmimupanu tabneTku (5 onakoBku oT 98 x 1)

‘ 13. IHAPTUJEH HOMEP<, KOAOBE HA JAPEHUETO U HA ITPOAYKTA>

[Taptuaen Ne

‘ 14. HAYHNH HA OTITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA

‘ 16. HUH®OPMAILIMS HA BPAMJIOBA A3BYKA

Brintellix 15mg

‘ 17. YHUKAJIEH NWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JBynamepeH 0apKoJ C BKIIOUEH YHUKAICH UACHTH(DHUKATOP

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHHUMYM JAHHHU, KOUTO TPABBA A CbABPXAT BJIMCTEPUTE

BJIMCTEP 3A TABJIETKHN

| 1. HNME HA JIEKAPCTBEHUS NIPOAYKT

Brintellix 15mg TabneTka
vortioxetine

| 2. HUME HA ITPUTEXATEJIS HA PASPEIHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S

| 3. JATA HA U3THNYAHE HA CPOKA HA T'OJHOCT

T'ogen no: MM-YYYY

| 4. IHAPTUJAEH HOMEP<, KOAOBE HA JAPEHUETO M1 HA TIPOAYKTA>

ITapTugen Ne

5. JPYIO
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JAHHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

ONNAKOBKA M ETUKET 3A KOHTEMHEPA C TABJETKH

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 20 mg dunMupanu TabneTku
vortioxetine

| 2. OBSIBSIBAHE HA AKTUBHOTO(MTE) BEHIECTBO(A)

Beska dumvupana TabneTka cpabpika 20 mgvortioxetinekaro XuapoOpoMuI

|3. CHOUCBHK HA HOMOUIHUTE BEIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

14 punmupanu TabIETKH
28punmupanu Ta0IeTKA

56 ¢huaMupaHd TaOIeTKH

56 x 1 ¢punmupaHu TabIeTKH
98 punmupaHu TabIETKH

98 x 1 hummupanu TaOIETKH
100pumMupany Ta0IeTKH
200¢unmupann TaOICTKU

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

[Ipenu ynorpeda npodereTe IUCTOBKATA.

[lepopanHo npunoxxeHue

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TOCET'A HA JIEIIA

I[a CC€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 34 JIC1a

‘ 7. APYI'N CHENUAJIHU NPEAYHPEXJIEHUSA, AKO E HEOBXOJINMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA T'OAHOCT

T'omen no: MM-YYYY
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9. CIIEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

10. CHELNMUAJHU NPEAITA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3IIOJI3BBAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTH UWJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

12. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

EU/1/13/891/002714 dunvupann TabIeTKH
EU/1/13/891/002828 hummupanu Ta0IeTKH
EU/1/13/891/0029 56dunvupanu TabieTku
EU/1/13/891/0030 98punmupanu TabieTku
EU/1/13/891/0031 56 x 1dbunMupann TaOIeTKH
EU/1/13/891/0032 98 x 1 ¢punmupanu TabieTKu
EU/1/13/891/0034 100¢punmupanu TabneTku
EU/1/13/891/0035 200¢punmupanu TabaeTku

13. IMAPTUJAEH HOMEP<, KOOJOBE HA JTAPEHUETO U HA ITPOAYKTA>

ITapTugen Ne

‘ 14. HAYHMH HA OTHYCKAHE

| 15.  YKA3AHMUSI 3A YIIOTPEBA

‘ 16. HUH®OPMAIIMS HA BPAMJIOBA A3BYKA

Brintellix 20 mg

‘ 17. YHUKAJIEH HIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JBynamepeH 0apKoJ C BKIIOUEH YHUKAICH UACHTH(DHUKATOP

‘ 18. YHUKAJIEH LWIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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JAHHHU, KOUTO TPABBA JJA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA OITAKOBKA HA MEKJIUHHA
OITAKOBKA/KOMIIOHEHT OT I'PYIIOBA OITAKOBKA (BE3 BLUEBOX)

1.

HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 20 mg dunMupanu TabneTku
vortioxetine

| 2.

OBSBABAHE HA AKTUBHOTO(MTE) BEIIIECTBO(A)

Beska dumvupana TabneTka cpabpika 20 mgvortioxetinekaro XuapoOpoMuI

| 3.

CIIUCBK HA IOMOIIIHUTE BELHIECTBA

| 4.

JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

14 punmupanu TabIETKH
98 x 1 punmupanu TabIeTKH
KoMmoHeHT Ha rpynoBa onakoBKa, HE MOXKE Jla Ce IIPoJIaBa OTACIHO

5.

HAYYH HA ITPUJIATAHE U ITbT(UIIIA) HA BBBEKJIAHE

[Ipenu ynotpeda nmpoyereTe IMCTOBKATA

IIepopanHo mpunoxeHue

6.

CIIEHUAJIHO HPEAYIIPEXKJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPSIEBA
JA CE CbXPAHSBA HA MSICTO JAJIEYE OT HOTJIEJA U TOCET'A HA TELIA

ﬂa CC ChbXpaHsdaBa Ha MACTO, HCAOCTHIIHO 3a [IC1Ia

2

APYI'U CHELHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

| 8.

JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

T'ongen no: MM-YYYY

9.

CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10.

CIIENMAJIHU ITPEAITAZHU MEPKHU ITPU U3XBBPJISIHE HA HEN3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTITAABYHU MATEPHUAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA
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11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

‘ 12. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

EU/1/13/891/0040126¢unmupanu Tadbaetku (9 onakoBku ot 14)
EU/1/13/891/0033490dbunmupann TabireTkn (5 omakoBKH oT 98 x1)

‘ 13. IMAPTUJAEH HOMEP<, KOAOBE HA JAPEHUETO U HA TPOAYKTA>

ITaptunen Ne

‘ 14. HAYUYH HA OTITYCKAHE

| 15.  YKA3AHWUSI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAMJIOBA A3BYKA

Brintellix 20 mg

‘ 17. YHUKAJIEH HAEHTHO®UKATOP — IBYU3MEPEH BAPKO/

‘ 18. YHUKAJIEH HIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA
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JAHHU, KOUTO TPABBA JJA CBbABPKA BTOPUYHATA OITAKOBKA

ETUKET HA BBHITHATA ObBUBKA HA I'PYIIOBUTE OITAKOBKH, ObBUTHU
BBHB ®OJINO (BKJIIOYUTEJHO BLUEBOX)

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 20 mg dunMupanu TabneTku
vortioxetine

| 2. OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILECTBO(A)

Bcesika punmmupana Tabietka chabpika 20 mgvortioxetinekaTto XUapoOpoOMuI

‘ 3. CIIMCBK HA IOMOIIIHUTE BELIIECTBA

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

I'pymoBa omakoBka: 126 (9 omakoBku oT 14) prnmmupanu TabneTkn
I'pynoBa omakoBka: 490 (5 onakoBkH oT 98 X 1) puaMupanu TabIeTKH

5. HAYUH HA ITIPUJIATAHE U ITbT(MIIIA) HA BbBE/KJAHE

[penu ymoTpeda mpoyereTe IUCTOBKATA

[lepopanHo npunoxxeHue

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, UE JIEKAPCTBEHUAT ITPOAYKT TPSABBA
JA CE CBbXPAHSBA HA MsICTO JAJIEYE OT IIOTJIEJA U TOCET'A HA JTELIIA

I[a CC€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JIC1a

‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA IT'OJHOCT

T'onen no: MM-YYYY

‘ 9. CIIEHHUAJIHU YCJIOBUSA HA CbXPAHEHUE

10. CIHEIUAJIHU ITPEAIIA3HU MEPKU ITPU U3XBBPJISAHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NWJIN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA
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11. UME U AJIPEC HA ITPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

‘ 12. HOMEP(A) HA PASPELHIEHUETO 3A YIIOTPEBA

EU/1/13/891/0040126¢unmupanu Tadbaetku (9 onakoBku ot 14)
EU/1/13/891/0033490 dmnvupanu TadbmeTku(5 omakoBKH oT 98 x 1)

‘ 13. IMAPTUJAEH HOMEP<, KOAOBE HA JAPEHUETO U HA TPOAYKTA>

ITaptunen Ne

‘ 14. HAYUYH HA OTITYCKAHE

| 15.  YKA3AHWUSI 3A YIIOTPEBA

‘ 16. HWH®OPMAIIMS HA BPAMJIOBA A3BYKA

Brintellix 20mg

‘ 17. YHUKAJIEH TWIEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JBynamepeH 0apKoJ C BKIIOUEH YHUKAICH UACHTH(DHUKATOP

‘ 18. YHUKAJIEH WIEHTUO®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MHUHHUMYM JAHHHU, KOUTO TPABBA A CbABPXAT BJIMCTEPUTE

BJIMCTEP 3A TABJIETKHN

| 1. HNME HA JIEKAPCTBEHUS NIPOAYKT

Brintellix 20mg TabneTka
vortioxetine

| 2. HUME HA ITPUTEXATEJIS HA PASPEIHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S

| 3. JATA HA U3THNYAHE HA CPOKA HA T'OJHOCT

T'ogen no: MM-YYYY

| 4. IHAPTUJAEH HOMEP<, KOAOBE HA JAPEHUETO M1 HA TIPOAYKTA>

ITapTugen Ne

5. JPYIO
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JAHHHU, KOUTO TPABBA JIA CbAbPKA BTOPUYHATA OITAKOBKA U
II'bPBUYHATA OITAKOBKA

OIIAKOBKA U ETUKET 3A BYTHUJIKA

1. HNME HA JIEKAPCTBEHMUSA ITPOAYKT

Brintellix 20 mg/ml nmepopaiHu Kamku, pa3TBop
vortioxetine

2.  OBSIBSIBAHE HA AKTUBHOTO(UTE) BEILIECTBO(A)

Bcesika xanka cpappixa 1 mgvortioxetine(karo (D,L) makrar)

| 3. CIHMCBK HA TOMOIIHUTE BEIIECTBA

ChbIbpika €TaHOIL

‘ 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJTHA OITAKOBKA

IepopanHu Kanku, pa3TBOP
15 ml

5. HAYUH HA ITIPUJIATAHE N ITbT(MIIIA) HA BbBE/KJAHE

[Ipenu ynotpeba nmpodereTe TMCTOBKATA.
[lepopanHo mpunoX)eHHe

[camO BBpXy BBHIIHATA KAPTOHEHA OMAKOBKA]:

OOmbpHeTe OyTHIIKATa C TBPIIOTO HAZOMY. AKO HE IMOTEKAT KalKH, IOTyHalTe JeKo OyTHiKaTa, 3a aa
3arMmo4YHe U3THYAHETO.

6. CIIEHUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT NPOAYKT TPABBA
JA CE CBXPAHSBA HA MsICTO JAJIEYE OT IHOTJIEJA U TIOCET'A HA JTELIA

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.
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‘ 7. APYI'U CHEHUAJIHU NPEAYHPEXJIEHUS, AKO E HEOBXOJINUMO

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen no: MM-YYYY
Crnen oTBapsiHE U3MOI3BANTE B pAMKHUTE HA 8 CEIMUIIU.

9. CIIEIMAJIHH YCJIOBUSA HA CbXPAHEHUWE

10. CHELMWAJIHU NPEAITAZHU MEPKU IIPU U3XBBPJISSHE HA HEU3IIOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NN OTIIAABYHU MATEPHUAJIN OT
TAX, AKO CE U3UCKBAT TAKUBA

11. UME U AJIPEC HA ITPUTEXATEJISI HA PASPEHIEHUETO 3A YIIOTPEBA

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Janus

‘ 12. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/13/891/0036 15 ml

‘ 13. IMAPTUJAEH HOMEP<, KOOJOBE HA JAPEHUETO N HA ITPOAYKTA>

ITapTunen Ne

‘ 14. HAYUH HA OTITYCKAHE

‘ 15. YKA3AHMUA 3A YIIOTPEBA

|16, MH®OPMAILIMS HA BPAIJIOBA A3BYKA

Brintellix 20 mg/ml[camo BbpXy BbHIIHATAa KAPTOHEHA OIIAKOBKa]

‘ 17. YHUKAJIEH HAEHTUO®UKATOP — IBYU3MEPEH BAPKO/I

JIBym3mepeH 0apKo]l C BKIIFOUEH YHUKAJICH HACHTU(UKATOp[caMO BbpXY BHHIIIHATA KAPTOHEHA
OTIAKOBKA |
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‘ 18. YHUKAJIEH WAEHTUO®UKATOP — JIAHHU 3A YETEHE OT XOPA

[camo0 BBpXy BHHIIHATA KAPTOHCHA OTIAKOBKA|
PC:
SN:
NN:
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Bb. INCTOBKA
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JIucroBka: uH(popManyd 32 NalHeHTa

Brintellix 5 mg ¢puamupanu TadaeTKu
BOPTHOKCETHH (vortioxetine)

IIpoyereTe BHUMATEJIHO LSJIATA JUCTOBKA, IPEeIH 1A 3all0YHeTe 1a pHUeMaTe TOBa JIEKaApCTBO,
Thil KaTo TS ChbABbPA BaxkHa 3a Bac undopmanus.

- 3anaszere Ta3u JUCTOBKA. MoxXe J1a ce HAJIOXKH J1a 51 IPOYETETE OTHOBO.

- AKO UMare HIKaKBH JIOMBIHATEITHA BBIPOCH, TTonnTaiiTe Bamus ekap uimn GpapMarieBT.

- ToBa nekapcTBo € npennucaHo JuyHo Ha Bac. He ro nmpeorcTbnBaiite Ha ipyru xopa. To Moxe
Jla UM HaBpeIly, He3aBHCHMO Y€ TIPU3HAIUTE Ha TAXHOTO 3a00JIsIBaHEe ca ChIUTE KaTto BamuTe.

- AKO Toy4nTe HIKAKBH HEXXEJIaHW JIEKapCTBEHU peaklny, yBeaoMeTe Bamus ekap wiu
(bapMaueBT.TOBa BKJIFOYBAa U BCUYKH Bb3MOXHHWHCKCIIAaHN PCAKIINHN, HCOIIMCAHU B Ta3n
nucToBKa. Bukre Touka 4.

Kakgo CbhbABbpPiKa Ta3u JIMCTOBKA

Kakgso mpencrasnsBa Brintellix u 3a kakBo ce u3mnon3sa
KaxBo TpsiOBa ma 3Haere, npeau aa npuemete Brintellix
Kax mga mpuemarte Brintellix

BBb3MOKHH HEXENAHU PEaKIUU

Kax ma cexpansBate Brintellix

ChappikaHue Ha ONAKOBKAaTa U AOMBbJIHUTEIHA HH)OpMALIKs

AN

1. Kaxkso npeacrapiasaBa Brintellix u 3a kakBo ce u3noJsi3Ba

Brintellix cbabpka akTHBHOTO BELIECTBO BOPTHOKCETHH. T0 MPUHAIUIEKH KbM IpyIIa JIEKapcTBa,
Hape4YeH! aHTHIETIPECAHTH.

Brintellix ce u3non3sa 3a jieyeHre HA TOJIEMU JICTPECUBHU SIH30/U TPU BH3PACTHHU.

Brintellix HamansaBa mupoxa rama OT IEeMPECHBHU CUMIITOMH, BKIIFOYUTEITHO THhI'a, BBTPEIIHO

HarpexeHue (4yBCTBO Ha TPEBOXKHOCT), HAPYIIICHUS HA ChHsI (HaMaJsiBaHE Ha CHHS), HAMAaJIeH alleTHT,

TPYJHO KOHIICHTPHPaHEe, YyBCTBO 3a OE3IMONIE3HOCT, 3ary0a Ha HHTEPEeC KbM JIFOOUMHU 3aHUMAaHHS,

YyBCTBO HA 3a0aBEHOCT.

2. Kaxkso Tps6Ba 1a 3Haete, npeau 1a npuemete Brintellix

He npuemaiite Brintellix

- aKo CT€ aJIeprHYHH KbM BOPTHOKCETHH WIIM KbM HSIKOS OT OCTaHAINTE ChbCTAaBKH HAa TOBA
JIeKapcTBO (M30pOCHU B TOUKA 6).

- aKo mpuemare JpyTH JeKapCcTBa 3a JCMpPecus, U3BECTHH KaTO HECEICKTHBHE HHXHOUTOPH Ha
MOHOaMHUHOOKCHIa3aTa win cenekTuBH MAQO-A unaxuburopu. [locsBeTBaiite ce ¢ Bamms
JIeKap, ako HE CTE CUTYPHH.

IpenynpexneHus u NpeANa3Hul MePKH

loBopete ¢ Bamms nekap nim papmanesT, npeau na npuemere Brintellix, ako:

- npuemMare JICKapCTBa € Taka HApEYCHUSA CCPOTOHUHCPTUICH 6(1)€KT, TaKHBa KaTo:
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- TpamajoJl ¥ MOJA00HHU JIEKapCTBa (CHITHOU OO0JIKOYCIIOKOYSBAIION) CYMATPUNITAH U TIOJIOOHU
JIEKapCTBa C AKTUBHO BEINECTBO 3aBBPINBAIIO HA ,,TPUNTAH” (MU3MOJI3BAHH MTPH JICUCHUE HA
MHUTPEHA)

[TpuembT Ha Te3U JeKapcTBa eTHOBpeMeHHO ¢ Brintellix Moske fa yBennuu pucka ot
CEpOTOHMHOB CHHIAPOM. TO3M CHHAPOM MOXeE 1a Ob/ie CBBP3aH ¢ XaJIIOLUOHANH, HEBOJICBH
MOTPENBaHM, yCKOPEHa Chp/ieuHa IeHHOCT, BUCOKO KPbBHO HAJISTaHe, TPECKa, rajieHe U JUapusl.

- CTe UMaJIH MPUIAIbIH (THPUOBE)
Bamust nexap e Bu jJeKyBa BHUMATEIIHO, aKO MMaTe aHaMHE3a 3a IPUIAAbIIN HIIH HMaTe
HecTaOuHa enuiencus. [Ipunaabiure ca MOTCHIMAICH PUCK MIPH JISKAPCTBATa, M3M0JI3BaHH 3a
neyeHue Ha aenpecus. JIedeHneTo TpsOBa 1a ce MPEKPaTH MPY BCEKHU MAIUCHT, MOTYYHIT
MPUITAIbK, UM YBEINYaBaHEe HA YeCTOTaTa Ha IIPHUITaIbIIUTE.

- CTE UMaJI MaHUs

- “MaTe CKIIOHHOCT KbM KbPBEHE WJIH JIECHO 00pa3yBaHe Ha CHHHHHU WIJIH aKO CTe OpeMeHHa (BUXKTe
,,DPEMEHHOCT, KbpMEHE U (hepTIIIUTET )

- MMaTe HUCKO HUBO Ha HATPUI B KPHBTa

- cTe Ha 65 TOAUHY UK TI0-Bb3PACTHU

- “Mare TEXKO 0BO0peuHo 3200 BaHe

- MMaTe TEXKKO YEPHOAPOOHO 3200 IsIBAaHE MK YEPHOAPOOHO 3a00J1sBaHE, HAPSUEHO [IUPO3a.

- MMaTe WK MPEIU CTe UMAJIM TIOBUIIICHO HAJIATAHE B OKOTO MJIM IJIayKoMma. AKO 3all0YHETE J1a
M3MUTBaTe 0OJIKAa B OYMTE WJIH 3pEHUETO BU ce 3aMbIiv IO BpeMe Ha JISYEHHETO, CBBPIKETE Ce C
Bamus nexap.

Korato cte Ha neueHne ¢ aHTUAEPECAHTH, BKIFOUUTEITHO BOPTHOKCETHH, MOXKE /14 U3IUTATE YYBCTBO
HAa arpecus, &XXUTUPAHOCT, THSB U Pa3Ipa3HUTEITHOCT. AKO TOBa C€ CITydH, TPSOBa ]a TOBOPHUTE C
Bamus nexap.

Muciu 3a camoyOuiicTBO M BJjomaBaHe Ha Bamara nenpecust

AKO UMaTe AETpecHus /WM TPEBOKHO Pa3CTPOUCTBO MOHIKOTa MOXKE J]a UMaTe MHUCIIH 32
caMOHapaHsABaHE WK caMOoyOuicTBO. Te3n MHUCIM MOraT J1a ce 3aCHIISIT, KOTraTo 3a IbPBU BT IpHEMaTe
AHTHJIENIPECAHTH, ThII KaTO MPU BCHYKH TE3H JIEKapCTBa € HE0OXO0ANMO BpeMe, 3a J1a 3all0YHAT Ja
JeicTBaT — 0OMKHOBEHO OKOJIO JIBE CEMHUIIU, HO IOHSKOTA U TIO-IBJITO.

BepOﬂTHOCTTa Ja MUCJIUTC 110 TO3W HAYHUH MOXKC J1a € I10-roJiiMa ako:
- " Ip€an CTC uMajid MUCJIA 3a CaMOY6PII>iCTBO WM CaMOHapaHsABaHC.
- CTC MJIaJ] YOBCK.

JlaHHM OT KIIMHUYHYU IPOYYBaHMs NIOKa3BaT MMOBUILEH PUCK OT MOBEACHUE, CBBP3aHO ChC
CcaMOyOHICTBO, TIPH MJIaI XOpa MO/ 25 TOMUHY C TICUXWYHA 3a00JIsIBaHU, KOUTO ca JIEKyBaHH C
AHTUJICTIPECAHT.

Axko y Bac ce mosBaT MuciH 3a caMOHapaHsBaHE WM CAMOYOMHCTBO IO KOETO U J1a € BpeMe, CBBPIKETE
ce ¢ Bamus nexap nnm He3abaBHO oTHIeTe B OomHUIIA. MOJKe /1a TIpereHnTe, 9e € IMOJIe3HO /1a
CTOZETNTE C POAHWHA WM OJIM3BK MPUATEN, Ye UMaTe ACTIPECHUs UM TPEBOKHO Pa3CTPOMCTBO U Jia TH
MOMOJIMTE /1a IPOYETaT Ta3H JUCTOBKA. MoxeTe Aa ru nomoiute Aa Bu kaxkat, ako mucnsT, ye BamaTta
Jenpecus WM TPEBOXKHOCT C€ BIIOIIABAT WIIM ca 00E3I0KOCHU OT POMEHHU B IIOBeAeHHETO Bu.

Jeua u roHOIIN
Brintellix He Tps0Ba 1a ce U3MON3Ba P IETUATPUIHA NAIMEHTH (Ha BB3pacT noj 18 ronnHu), T

Karo e(hukacHOCTTa He € JjoKa3aHa. bezonacHocTTa Ha Brintellix npu iena v FOHOIIM Ha BB3PacT 7 10
17 roguHu € onrcaHa B To4Uka 4.
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Jpyru nexapcrBa u Brintellix

HNudopmupaiite Bammst nekap wim papmareBT, ako IIpreMare,HacKopo CTe MIPUEMAaTH UITH €
BB3MOXKHO J1a TIPHEMETE IPYTH JICKapCTBa.

Kaxxere na Bamms JICKAp aKo MpueMaTe HAKOC OT CJICAHUTC JICKApCTBa:

(eHeN31H, UPOHUA3HI, N30KapOOKCa3na, HUATaMUa, TPAaHWIIUIPOMHUH (JIEKapcTBa 3a JIeUeHUEe
Ha JIenpecys, HapeueH! HeCeJIeKTUBHI HHXHONTOPH Ha MOHOAMHHOOKCH/IA3aTa); He TpsIOBa J1a
mpueMaTe HIKOE OT Te3H JIeKapcTBa 3aeAHo ¢ Brintellix. Ako cTe mpuemMalii HIKOE OT Te3H
JIeKapcTBa Ii1e TpsOBa aa n3uakate 14 qHu npenu aazamnounere na npuemate Brintellix. Cnen
cniupaneTo Ha Brintellix Tps6Ba na MuHaT 141HU nipeau 1a npueMeTe HIKOE OT TEe3H JIEKapCTBa.
MOKJI00eMu/T (JIeKapCTBO 3a JICUCHHE Ha ACTIPECHS)

CeJIeTWIINH, pa3aruyivi (JiekapcTBa 3a JeueHne Ha 6osiectta Ha [lapkuHCOH)

JIMHE30JIU/1 (JISKapCTBO 3a JieueHne Ha OakTepHaiHu HH(EKIUH)

JIEKapPCTBEHHU MPOJYKTH ChC CEPOTOHMHEPTrHYeH e(heKT, Hamp. TpamMaoJl U MOA00HH JIeKapcTBa
(crtH GOJTKOYCTIOKOSIBAIIIM) M CYMAaTPHUIITAH M MOJOOHH JICKapCTBa ¢ UIMEHA Ha aKTUBHOTO
BEIIECTBO, 3aBbPIIBAILU Ha ,,TPUNITAaHK (M3IOJI3BAaHHU 3a JIeUYeHHe Ha MUTpeHa). [IpuemMbT Ha
TEe3H JIeKapcTBa eHoBpeMeHHO ¢ Brintellix Moxe na yBennyu pucka oT CEpOTOHHHOB CHHIIPOM
(BmxTe TOUKA ,, I IpemynpexaeHus U Ipearna3sHn MEpKH' )

JTUTHH (JIEKapCTBO 3a JICYSHHE Ha AEMPecHs U IICUXUYHU Pa3CTPONCTBA) WM TPUNTO(aH.
JIeKapCTBa, 32 KOUTO Ce 3Hae, Ye MOHIKaBaT HUBOTO Ha HATPHUH

pudaMrunrH (JIEKapCTBO 3a JICUCHHE Ha TyOepKyIo3a u IPYTH HHPEKITHN)

kapOamasenuH, GeHUTOWH (JIEKapCTBa 32 JICUCHHUE Ha SMUJICTICHSI FIIA APYTH 3200 IIBaHNS)
BapdapuH, TMIUPUIAMOI, GEHITPOKYMOH, HAKOU aHTUIICUXOTHLH, HEHOTHA3HHHU, TPHLUKINIHA
AHTHJIENPECAHTH, HUCKH JIO3U alleTUIICATUIIMIOBA KHCEINHA U HECTCPOUIHH
MIPOTHUBOBB3MAIUTEIHH CPEICTBA (pa3pekaaiiy KpbBTa JIEKapCcTBa U JIEKapCTBa, M3MOI3BaHU 32
oOyiekyaBaHe Ha Ooiika). Moke J1a yBeanyar CKIOHHOCTTa KbM KbpPBEHE.

JlexapcTBa, KOWTO yBENHYaBaT PUCKA OT IPUTIAIBITH:

CyMaTpuIliTad u HOIIO6HI/I JICKapCTBa C UMC€HA HAa aKTUBHOTO BEIICCTBO, 3aBbpIIBalIU HA
,TPUNTAHH"

Tpamajoi (CHITHO OO0JIKOYCIIOKOSBAIIIO)

MedIokuH (JIeKapCTBO 33 MPOQPIITAKTHKA U JICUCHUE HA MaJlapusl)

OynponuoH (JIEKapCTBO 3a JICUCHHUE Ha JETPECHs U CHIIO 32 OTKA3BaHE OT TIOTIOHOIYIIICHE).
(ITyOKCeTHH, TAPOKCETHH U IPYTH JICKApCTBa 32 JICUCHHUE Ha JISPeCcHs, HApUIaHU
CHUOIIC/CHPU, TpUIHMKIMYHA aHTHACTIPECAHTH

XBJIT KaHTapuoH (Hipericum perforatum) (JIeKapCTBO 32 JICUCHHUE HA JCTIPESCHS)
XUHUUH (JIEKapCTBO 3a JICUCHUE Ha HAPYIIICH ChPACUCH PUTHM)

XJIOPIIPOMA3HH, XJIOPIPOTHKCEH, XaJIONepHUI0T (JeKapcTBa 3a JICYCHHE Ha IICHXUIHU
pa3CcTpoiicTBa ¥ MPUHAAIEKAIN KbM TPYIH, HapuyaHu (PeHOTHAa3WHU, THOKCAHTECHH,
OyTupoheHOHH).

MOJ'IH, YBEAOMETC Bamms JICKAap, ako NpueMaTe HAKOC OT JICKapCTara I/ISGpOCHH mo-rope, TBH KaTo
Bammsar JICKap TpH6Ba Jla 3Hac, aKO BCYC CTC U3JIOKCHU Ha PUCK OT MIpUIIaAIbIIN.

AKo TIpaBHTE YpPHHEH TECT 32 HAapKOTHYHHU BEIIECTBa, MpUeMbT Ha Brintellix moxe na moseae 1o

IMMOJIOXKUTCIIHN PE3YJITATU 3a MCTAJOH IIPU HU3IOJI3BAHCTO HAa HAKOU METOJAU 3a TECTBAHC, JOPU Ia HEC
npueMartre MeTaJoH. Axo ToBa ce CJIy4H, MOKE 1a Bu 6’[:,[[6 HaIllpaBCH HO-CHCLII/I(l)I/I'{CH TCCT.

Brintellix ¢ aiakoxo.

HpI/IeMaHeTO Ha aJIKOXOJI IO BPEME Ha JICHCHUC C TOBA JICKAPCTBO HC CC IMMPEIIOPBHYIBA.
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BpeMeHHOCT, KbpMeEHe U (DEPTHIINTET

AKo cTe OpeMeHHA WIH KBPMHTE, CMATATE, 9¢ MOXKE J1a CTe OpeMeHHa WIH IIaHupaTe OpeMEHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap wim gpapmaneBT npeau ynorpedaTta Ha TOBa JIEKapCTBO.

BpeMenHocT

Brintellix He Tps0Ba 1a ce mpuema 1o BpeMe Ha OpPEeMEHHOCT, OCBEH aKo JIEKapsAT HE MPeLeHH, e €
a0COJIFOTHO HEOOXOIUMO.

AKo mprieMare JieKapcTBa 3a JICUCHHE Ha JeTpecus, BKItounTeHo Brintellix npe3 nocneanute 3
Mecela OT OpeMEeHHOCTTa, HeOOXOJMMO € Jla 3HaeTe, 4e NpH Bameto HOBOpOAeHO MOXKe 1a ce
HaOJII0/1aBaT CIITHUTE HEXKEJIAaHN PEaKIUK: IPOOJIeMH C ANIIAHETO, CHHKABa KOXKa, IPUIIAIbIIH,
NPOMEHH B TEJIECHATA TEMIIeparypa, 3aTpyAHEHO XpaHeHe, IOBphIIaHe, HICKAa KPbBHA 3axap,
BIBPBEHHU WIIH OTITyCHATH MYCKYJIU, )KHBH pediIeKcH, TpernepeHe, HepBHOCT, pa3ipa3HUTETHOCT,
JeTaprus, NOCTOSIHEH IU1ad, ChHIMBOCT U Oe3chHHEe. AKo Bamero 6e6e uMa HAKOM OT T€3U CUMIITOMH,
MOJIS CBBpXKETe ce ¢ Bamms nexap HezabaBHO.

VYBepere ce, ye Bamara akyrepka u/unu jiekap 3HasT, 4e npuemare Brintellix. Koraro ce mpuemart mo
BpeMe Ha OpeMEHHOCTTa, 0COOEHO Ipe3 MOCIeIHNTE 3 Mecela, JIeKapcTBaTa, mogo0Hu Ha Brintellix,
MOTar Jia yBeIH4aT PUCKa OT CEPUO3HO ChCTOSTHHE TpU OebeTara, HapeueHO MepCUucTrupaia
OenopobHa xunepronus npu HoBopoaenoto (ITIBXH), npu koeto 6e0eTo nuIa yaecTeHo U
mocuHABa. Te3n CHMITTOMH OOMKHOBEHO 3aIl0YBaT Mpe3 IMEPBUTE 24 Yaca ciel pakaaHeTo Ha 6e0eTo.
Axo ToBa ce ciyuu ¢ Bamiero 6e6e, TpsiOBa He3abaBHO Ja ce cBbpxkeTe ¢ Bamrara akymepka u/umm
JeKap.

Axo nipuemeTte Brintellix kM Kpast Ha OpeMEHHOCTTa, MOYKE JIa CHIIECTBYBA MTOBUIIICH PHUCK OT TEKKO
BarMHAJIHO KbPBEHE CKOPO CIIE/ PAXIAHETO, OCOOCHO aKo MMAaTe aHaMHe3a 3a HapyIIeHHUs Ha
KPBBOCHCUPBaHETO. Bamust gexap wim akyliepka TpsioBa a 3HasT, 4e npuemare Brintellix, 3a na
morar 1a Bu nmocbBeTBar.

Kbpmene

Manko konnyectBo ot Brintellix npemMnHaBa B kbpMaTa, HO HE ca HaOJIFOJaBaHU BpEAHH e(eKTH,
CBBP3aHHU C JICKAPCTBOTO, IpH KbpMaueTa. Brintellix He TpsiOBa 1a ce u3nosnspa 1o BpeMe Ha KbpMEHE.
Bammsar nekap 1mie B3eMe penieHne Jaji a CripeTe KbpMEHETO, HiIH Ja cupeTe npuema Ha Brintellix,
KaTo B3eMe MMpeABHI T03aTa OT KbPMEHETO 3a ISTETO U IoJI3aTa OT TepamusiTa 3a Bac.

Hlodupane u padora ¢ MAIIUHU

Brintellix HaMa 1M FMa HE3HAYUTEITHO BIUSHHUE BHPXY CIIOCOOHOCTTA 3a modupane u pabora ¢
MaIIuHA. BBIpeKku ToBa, Thi KaTo ce cho0IIaBaT HEXKENaH! Peakliy KaTo 3aMaiBaHe,ce MpernopbuBa

MNOBHUIICHO BHUMAHUC 110 BPEMC HA TC3U Z[eﬁHOCTH, KOraro ce 3arnoune aedeHue ¢ Brintellix wmu ce
IOPOMCH: O103aTta.

Brintellix cbabp:ka HATpU

ToBa j1eKapCcTBO ChABPKA MO-Mako 0T 1 mmol Hatpuit (23 mg) Ha TabneTKa, T.€. MOXKE JIa Ce Kaxe,
4e MPaKTHYECKU HE ChABPIKa HATPHUI.

3. Kak nanpuemare Brintellix

Bunaru npuemaiite ToBa JeKapcTBO TOYHO KakTo Bu € ka3an BammsaT mekap wim gapmaineBT. AKO He
CTe CUTYPHH B HEIllo, monuTaiTe Bamus nekap uinu GpapMarieBT.
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[Ipenoppunrtennata no3a Brintellix e 10 mg BOpTHOKCETHH €THOKPATHO JHEBHO MPU BB3PACTHU MO/
65-ropumHa BB3pact. Jlozara moxe na Obae yBenndyena ot Bamms nekap Mmakcumym 110 20 mg
BOPTHOKCETHH Ha JICH WM HaMaJIeHa 10 MUHUMYM 5 Mg BOPTUOKCETHH Ha JICH, B 3aBUCUMOCT OT TOBa
KaK pearupare Ha JIC4YEHUETO.

3a XO0pa B CTapyeCKka Bb3pacT, Ha 65 rOAVWHHA WJIU ITO-BBb3PACTHU, HaYAJIHATA 4034 € 5 mg
BOPTHOKCETHH BCIHBX JHEBHO.

Ha4yun Ha npuiokeHue

Bzemere eqna TalJIeTKa C Jala BOJaA.
TabneTkara Moxke Aa C¢ npuema CbC Ui 0e3 XpaHa.

IIpoabIKNTETHOCT HA JeYEeHHEeTO
[Ipuemaiite Brintellix TonkoBa apnro, KoakotTo Bu e nmpenopruan Bammusr ekap.

[poxwsmxere na npuemate Brintellix, 7opu 1 Ja MUHE N3BECTHO BpeMe NpeAH /1a TIOUyBCTBATE
1o00peHHe B ChbCTOSHUETO CH.

JleuenneTo TpsiOBa J1a MPOJIBIDKU TIOHE 6 Mecenia clie]l KaTo OTHOBO Ce IMOYyBCTBaTe A00pe.

AKoO cTe npueJiu noBeve oT HeodOxoaumarta a03a Brintellix

AKo cTe mpuenu noseue ot npeanucanata Bu mosza Brintellix, cBbpikere ce He3abaBHO ¢ Bamms nekap
WY Hali-OJIM3KUS LIEHTHP 3a CIIelIHa MeTUIMHCKa ToMoIl. B3emere ¢ Bac onakoBkara u ocTaHamure
tabeTkn. HanpaBere ToBa, 10pH ako HAMaTe NpU3HAIM Ha AuckoMdoprt. [Ipu3Hamure Ha
npeao3upaHe ca 3aMasiHOCT, TaJieHe, IHapusl, CTOMaIleH JUCKOM(POPT, ChpOex MO ISUIOTO TAIIO,

CHbHJIMBOCT U 3a4CPBSABAHC.

Cren npueM Ha 703U, HEKOJKOKPAaTHO I10-BUCOKU OT IIPEAIIUCAHATA 71033, € ChbOOIIEHO 3a IPUCTBIIU
(rppuOBe) U PAIKO CHCTOSHUE, HAPEUEHO CEPOTOHUHOB CHHAPOM.

AKo cTe mponycHau aa npuemerte Brintellix

HpI/IeMeTe cjcaBamiara J03a B 00HYaitHOTO BpEME. He B3emaiite HBOﬁHa [03a, 3a 1a KOMIICHCHUPATC
npomycHaraTta go3a.

AKo cTe cipesiu nmpuemMa Ha Brintellix
He crnimpaiite mpuema Ha Brintellix 6e3 ga cre ro o6cpammu ¢ Bamus nekap.

Bammusar JICKAap MOKC [a peIlr Aa HaMaJIk A03aTa BI/I, npear OKOHYATCIHO Ja CIIpPCTE NprueMa Ha TOBa
JICKapCTBO.

Hsixon mauuenTH, KouTo cnivpat nprueMa Ha Brintellix, U3MUTBaT CUMITOMHU KaTo 3aMasiHOCT,
rJ1aBo0OJIMe, U3TPBIIBAHE KATO ,,001IKaHEe C UTTIMYKU MJIM ycellaHe, oJ00HO Ha TOKOB yaap (0co0eHo
B TJIaBaTa), HEBH3MOXXHOCT 32 3aCIHBaHe, TaJeHe WK IMOBPBIIaHe, 9yBCTBO HA TPEBOXKHOCT,
pa3apa3sHUTEITHOCT WK Bb30y/1a, yCelllane 3a yMopa Wwin Tpenepene. Te3n CUMITOMU MOXe J1a
BB3HUKHAT B pAaMKHTE Ha IIbpBaTa CeIMHILA Cliel CIupaHe Ha npuema Ha Brintellix.

AKO MaTe HIKaKBH JIOMIBIIHUTEIHN BBIIPOCH, CBBP3aHU C YIOTpebaTa Ha TOBA JIEKapCTBO, MOMUTANTE
Bamms nexap nnu ¢apmanesT.
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4.

Bb3MOKHH HeXKeJTaHU peakuuun

Kakro Bcuukmu JICKapCTBaA, TOBA JICKAPCTBO MOXE Jia IIPCAU3BHUKA HEXKECIIaHN pCaKINU, BBIIPEKU Y€ HE
BCCKHU I' ITIOJTy4aBa.

Karo 1I4J10, Ha6J'IIOILaBaHI/ITe HCXKCJIAaHU PCAKIUU Ca JICKU 10 YMCPCHHU U CC MPOSABABAT B PAMKUTC Ha
IIBbPBUTC ABEC CEAMUILUN OT JICUCHUETO. OOUKHOBEHO PCAKIUUTE Ca BPEMCHHU U HE BOOAT 10
IMPEKBCBAHEC HaA JICYHCHUCTO.

Hexenanute peaknun, H30pOCHH MO-I0TY, Ca ChOOIIAaBaHM ChC CICIHUTE YSCTOTH.

MHoro uectH: Morar Ja 3acerHat noseue oT 1 Ha 10 yoBeka

raacHe

YecTu: morar ga 3acersat 10 1 Ha 10 JoBeka

JIMApUsI, 3a1eK, MOBPbBIIaHE
BHCHE HA CBAT

CBhPOEK MO LSIOTO TS0
MaTOJOTUYHH ChHUIIA
YBEIMYICHO M3MOTSABAHE
JIOIIO XPaHOCMHUJIAHE

He gyectn: morat na 3acernar go 1 Ha 100 gyoBeka

3auepBsIBaHE
HOII[HO MTOTEHE

3aMBIJICHO 3pCHUE

HEBOJICBO TPETMepeHe (TpeMop)

XaJlrOuHalunuu (BI/I)K[IaHC, YyBaHC WJIM yCCIIAHC HAa HEIIld, KOUTO HE C'I)HICCTBYBaT)

Penxu: moxe nma 3acernat o 1 Ha 1 000 yoBeka

pasMpeHy 3eHNIHN (MAIpHa3a), KOETO MOXKE J]a YBEIMYH PUCKa OT TIIayKoMa (BK. TOUKa 2)

HeusBecTHa: 0T HaTMYHUTE JaHHU HE MOXE 1a Ob/Ie HAallpaBeHa OIICHKA 33 YeCToTaTa

HUCKHY HHWBA Ha HATPUH B KPBBTa (CHMITOMHUTE MOTAT J1a BKIFOYBAT yCelllaHe Ha 3aMasiHOCT,
c1abocCT, 00BPKAHOCT, CHHIMBOCT HITM CHIIHA YMOPA, TaJIeHE WJIH IOBPBIIAHE; M0-CEPUO3HH
CUMITOMHU Ca MPUMAJISIBaHEe, IPUIAIBIN WK TaaHus)

CEPOTOHWHOB CHHAPOM (BUX TOUKa 2)

AJIePTUYHH PEaKIIH, KOUTO MOTaT fa ObJaT CepuO3HH U Aa MPUYUHAT ITOTyBaHE Ha JIUIIETO,
YCTHUTE, €3UKa WX T'BPIOTO, 3aTPYAHECHO AUIIAHE WIIH MPETTbIIaHe U/WIH BHE3AIHO ClIajaHe
Ha KPBBHOTO HaJlsATaHe (TPeAN3BUKBAIIO yCeIaHe Ha 3aMasHOCT HIIH CBETOBBPTEXK)
Yprukapus (CbpOsII, HaIUTHAT OOPUB)

MPEKOMEPHO HJIM HEOOSICHUMO KbpBeHE (BKIIOUUTEITHO 00pa3yBaHe HA CHHUHU, KbPBEHE OT
HOCA, CTOMAIITHO-YPEBHO U BarHAJIHO KbPBEHE)

o0OpuB

HapyIIeHUs Ha ChHS (MHCOMHHSA)

QKUTUPAHOCT U arpecust. AKO MOJIYYUTE HAKOSI OT Te3M HEXKENaHU PEaKInH, CBbPKETE Ce C
Bamus nekap (Bxk. Touka 2).

riaBobome

yBEJMYEHUE Ha KOJIMYECTBOTO HA XOPMOH, HAPEUCH MPOJIAKTHH, B KPHBTA

HETPEOI0JINMA HYXk/1a OT IOCTOSIHHO JIBUKCHHE (aKaATH3US)

CKBbpIIaHe ChC 3501 (OPYKCH3IBM)

HEBB3MOXKHOCT 32 OTBapsIHE Ha ycTara (3aKiIfoueHa YeIIf0CT/ TPU3MYC)

CHHJPOM Ha HECTIOKOMHUTE Kpaka (HelpeoouMa HyK/1a OT JBHKEHHE Ha Kpakara, 3a Jja CIpaT
0O0JIC3HCHH WJIM CTPAHHU YCEIIaHWsl, YeCTO Bh3HUKBAIIA MPE3 HOIITA)

HeoOMUJaitHO OTIENISTHE Ha KbpMa (TaJaKkTopes)
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Ha6J'IIO)IaBa CC IMOBHUIICH PUCK OT CYYNIBAHC HAa KOCTUTC IMPU MAUCHTHU NIpHUEMaIllli TO3U BU
JICKApCTBA.

Nma choOieHns 3a MOBHUILEH PUCK OT HAPYIICHUE HA ceKCcyamHaTa (pyHKIHS MPHU MPHIOKESHUETO Ha
no3a 20 mg/neH, a Ipy HAKOMW MallMeHTH Ta3W HeXeJlaHa peakysl ¢ HaOlloaBaHa pH MO-HUCKH J03H.

JonbJIHUTETHN HeKeJIAHU PeaKIuy NPH Jena U I0HOIIHN

Hexenanurte peakmnum, HaOI0AaBaHN IPH MPHUIIOKEHHE HA BOPTHOKCETHH TIPH JIela U FOHOIIN ca
CXOJHH C T€3H, HAOI0aBaH! MTPH BB3PACTHH, C U3KIIFOUYEHUE Ha CHONTHS, CBBP3aHu ¢ O0IKa B
KOpeMa, KOUTO ca HabJIrogaBaH! M0-9€CTO, OTKOIKOTO MPH Bh3PACTHHU, U MUCIIH 33 CaMOyOUICTBO,
KOUTO Ca HAa0JIF0IaBaHU T10-4€CTO MPH FOHOIIHN, OTKOJIKOTO MPH Bh3PACTHHU.

Cpho01iaBaHe HA HeKEJIAHU peaKIuu

AKO TIONy4HTe HIKaKBH HEXeJlaH! JIEKAPCTBEHU PeaKInd, yBegoMere Bamms nexap win ¢hapManesT.
ToBa BkII0UBa BCHYKH BH3MOKHUHEOITMCAHHU B Ta3H JINCTOBKA HEKEIaHU pCaKkuuu. Moxete ChIIIO Aa
CHOOIINTE HEeXKEIIAaHU Peaklnu IUPEKTHO Ype3 HAlMOHATHATA CHCTEMA 3a ChOOIIaBaHe, IIOCOYeHA B
[Ipunoxenue V.Kato cr001maBare HeXXEIaHA PEAKIIUH, MOYKETE Jla TafeTe CBOSI IPUHOC 3a
MoJTyyaBaHe Ha oBeuye HHQOpMalns OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kaxk n1a coxpansiBate Brintellix

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

He u3nosn3BaiiTe TOBa JIEKapCTBO CIIE/ CPOKA HAa TOTHOCT, OTOEIISI3aH BHPXY KapTOHEHATa OIaKOBKa
cien ,,l'omen 10:“. CpOKBT Ha TOJHOCT OTTOBAPS HA MOCIEAHUS ICH OT TOCOYCHHUS MECeEIl.

ToBa jexapcTBO HE U3NCKBA CIEIMATHH YCIOBUS 32 ChbXpaHEHHE.

He u3xBbpisiiTe iekapcTBaTa B KaHAIHM3AIMATA WIM B KOHTEHHEPa 3a JOMAIIHU OTIAIbIIH.

ITormuratiTe Bamms ¢apMarieBT Kak 1a U3XBBPIIATE JEKapcTBaTa, KOUTO BeUue HE M3Mo3BaTe. Te3n

MEpKH III€ CITOMOTHAT 3a Olla3BaHe Ha OKOJIHATa cpeja.

6. Chabp:kaHue HA ONIAKOBKATA M JONBJIHUTEIHA HHpOpManus

KakBo chabp:xa Brintellix

- AKTHBHOTOBEIIECTBO € BOPTHOKCETHH. Besika upMupana tabneTka cbabpika BOPTHOKCETUH
(kaTo XUIPOOPOMHUT).

- Jpyrute cberaBku ca MmauuTod (E421), MUKpOKpHCTaTHA [IEeTyIT03a,
XHUIPOKCHITPOITMIILIETYJI03a, HATPHUEB HULIIECTEH TIMKOJAT (TUM A), MarHe3ueB cTeapar,
xurpomenosa, makporoi 400, TuranoB nuoxcug (E171), uepsen xenesen okcun (E172)

Kak m3rie:xkna Brintellix u kakBo ¢cbaAbp:ka onaKoBKaTa

Po3zoBa ¢punmupana tabnerka(rabnerka) ¢ popma Ha OaxeM 5 x 8,4 mm, rpaBupana ¢ ,,TL” ot enHara
CTpaHa 4 ,,5” OT Apyrara CTpaHa.

Brintellix ¢upmupanu Tabnetku 5 mg ce npeanarat B 6mucrepu no 14, 28 , 98,56 x 1, 98x 1, 126
(9 x 14), 490 (5x(98 x 1)) u B omakoBkH 3a TabneTku ot 100 u 200 TabreTKH.
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OmnakoBkute 0T 56 X 1, 98 x 1 1 490 Punamupanu TabIeTKH ce MmpeyiaraT B OJIMCTEPH ¢ CAUHUYHH

JIO3H.

He Bcuuku BUIOBE ONAKOBKW MOTart Jia ObJIAT MyCHATH B IIPOAaK0a.

IIpurtexaTes Ha pa3pelieHNETO 32 yoTpeda U NPOU3BOAUTEII

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Hanus

3a norBIHMTENHA HHPOPMAIHSI OTHOCHO TOBa JIEKAPCTBO,MOJISI, CBBPIKETE CE C JTOKATHHS
NpEeACTaBUTEN Ha MIPUTEXKATENSI Ha pa3pelleHneTo 3a yrnoTpeoa:

Belgié/Belgique/Belgien
Lundbeck S.A./N.V.
Tél/Tel: +32 2 535 7979

bbarapus
Swixx Biopharma EOOD
Ten.: +359 (0)2 4942 480

Ceska republika
Swixx Biopharma s.r.o.
Tel: +420 242 434 222

Danmark
Lundbeck Pharma A/S
TIf: +45 4371 4270

Deutschland
Lundbeck GmbH
Tel: +49 40 23649 0

Eesti
Swixx Biopharma OU
Tel: +372 640 1030

EAlLada
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Espaiia
Lundbeck Espaia S.A.
Tel: +34 93 494 9620

France
Lundbeck SAS
Tél: +33 179412900

Hrvatska
Swixx Biopharma d.o.o.
Tel: +385 1 2078 500
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Lietuva
Swixx Biopharma UAB
Tel: +370 5 236 91 40

Luxembourg/Luxemburg
Lundbeck S.A.
Tél: +32 2 535 7979

Magyarorszag
Swixx Biopharma Kft.
Tel.: +36 1 9206 570

Malta
H. Lundbeck A/S
Tel: +45 36301311

Nederland
Lundbeck B.V.
Tel: +31 20 697 1901

Norge
H. Lundbeck AS
TIf: +47 91 300 800

Osterreich
Lundbeck Austria GmbH
Tel: +43 1 253 621 6033

Polska
Swixx Biopharma Sp. z 0.0.
Tel.: +48 22 4600 720

Portugal

Lundbeck Portugal - Produtos Farmacéuticos,
Unipessoal Lda

Tel: +351 21 00 45 900

Roménia
Swixx Biopharma S.R.L
Tel: +40 37 1530 850



Ireland
Lundbeck (Ireland) Limited
Tel: +353 1 468 9800

Island
Vistor hf.
Tel: +354 535 7000

Italia
Lundbeck Italia S.p.A.
Tel: +39 02 677 4171

Kvnpog
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Latvija
Swixx Biopharma SIA
Tel: +371 6 616 47 50

Slovenija
Swixx Biopharma d.o.o.
Tel: +386 1 2355 100

Slovenska republika
Swixx Biopharma s.r.0.
Tel: +421 2 20833 600

Suomi/Finland
Oy H. Lundbeck Ab
Puh/Tel: +358 2 276 5000

Sverige
H. Lundbeck AB
Tel: +46 040-699 8200

JaTa Ha mocjaeaHo npepasriexaade Ha guctoBkata {MM /I'TTT?}
JApyru u3touHuiu Ha uHopmauus

[MonpoOHa nHpOpMaIUs 3a TOBa JIGKAPCTBO € MPEAOCTaBeHa Ha yeOcaiita Ha EBporietickaTta areHIus
o JekapcrBata http://www.ema.europa.eu.
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JIucroBka: uH(popManyd 32 NalHeHTa

Brintellix 10 mg ¢punmupanu TadjaeTKn
BOPTHOKCETHH (vortioxetine)

IIpouyerere BHUMATEIHO LAJIAaTa JUCTOBKA, IIPEIH 12 3all04YHeTe a IpUeMaTe TOBA JIEKapcTBo,
Thil KaTO T CbAbP2Ka BaskHa 3a Bac undopmanus.

- 3ama3zere Ta3u IUCTOBKA. MoXe /1a ce HAIOXKH J1a 5T TPOUYETETe OTHOBO.

- AKO UMaTte HAKaKBH JOMBIHUTEITHA BBIIPOCH, MONUTaiiTe Bammms nekap win GpapMaresT.

- ToBa nekapcTBO € mpeanucano Tu4Ho Ha Bac. He ro mpeoTcrrenBaiite Ha apyru xopa. To Moxe
Jla ©M HaBpeIH, HE3aBUCHUMO Ue TIPU3HAITUTE Ha TAXHOTO 3a00JIIBaHE ca CHIMUTE KaTo Bammre.

- AKO oyYuTe HIKAKBU HEXKEJIAHU JICKAPCTBCHH PEaKIny, yBeAoMeTe Bamus nexap i
¢apmanieBT. ToBa BKIIIOYBA U BCUYKH Bb3MOXHHHEKEIIAHU PEAKIIMU, HCOIMCAHU B Ta3U
JIMCcTOBKA. BrkTe Touka 4.

Kakso CbABbpPiKa Ta3u JIUCTOBKaA

1. Kaxso npencrasnsasa Brintellix 1 3a kakBo ce H3M0OI3Ba

2. Kakgo TpsiOBa na 3Haere, npeau aa npuemere Brintellix

3. Kak na npuemare Brintellix

4, Bb3MOKHU HEXENTaHU peakiuu

5. Kak na cexpansBate Brintellix

6. CpabpikaHre Ha ONAaKOBKATa M JOIMBIHUTENHA HH(POPMALUS
1. Kakso npeacraBassa Brintellix u 3a kakBo ce u3nosa3sa

Brintellix chappka akTHBHOTO BEIIECTBO BOPTHOKCETHH. T0 MpUHAIIEKN KBM IpyTia JIEKapcTBa,
HapC€UCHU aHTUACTIPECAHTH.

Brintellix ce u3mon3Ba 3a JieueHNe Ha rOJIEMH JIENIPECUBHU €MIU301U MPH BH3PACTHH.

Brintellix HamansBa mHUpoKa rama OT JENPECUBHI CUMIITOMH, BKIIOYHTEIHO Thra, BbTPEITHO
HanpexeHHe (4yBCTBO Ha TPEBOXKHOCT), HAPYLICHHUS Ha ChHS (HaMaJlsiBaHe Ha ChHS), HAMaJIeH aleTuT,
TPYAHO KOHLIEHTPUPAHE, YyBCTBO 3a OE3I0JIE3HOCT, 3ary0da Ha HHTepec KbM JIIOOMMH 3aHUMAaHH,
YyBCTBO Ha 3a0aBEHOCT.

2. Kakso Tps0Ba 1a 3HaeTte, npeau aAa npuemete Brintellix

He npuemaiite Brintellix

- aKo CTe aJleprUYHU KbM BOPTHOKCETHH MJIM KbM HSAKOS OT OCTAaHAJINTE ChCTABKU HA TOBA
JIeKapcTBO (M30pOCHHU B TOUKA 0).

- aKo mpHemMaTe JPYyTH JIEKapCcTBa 3a ACHPECcHsl, U3BECTHU KaTO HECENICKTUBHU MHXHUOUTOPHU Ha
MOHOAMHHOOKcHa3ata win cenekTuBHN MAO-A naxuburopu. [locsBeTBaiite ce ¢ Barmms
JIeKap, ako HE CTe€ CUTYPHH.

IIpenynpesxkaeHus: U Mpeana3sHu MepKU

l'oBopete ¢ Bamms nexap nnm dapmanest, npeau ga npuemere Brintellix, ako:

- nmpuemMare JICKapCTBa ¢ Taka HAPECYCHUA CEPOTOHUHEPTUUCH e(l)eKT, TaKHBa KaTo:
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- Tpama ol ¥ MOJA00HH JIeKapCTBa (CUIHOU OOJIKOYCIIOKOYSIBAII[OH)
- CYyMaTpHINTaH U MOA0OHH JIEKapCTBa C aKTUBHO BEIIECTBO 3aBBPINBAIIIO HA ,,TPUIITAH”
(M3M0JI3BaHU TIPH JICUCHUE Ha MUTPEHA)

[TpuembT Ha Te3u JeKapcTBa eTHOBpeMeHHO ¢ Brintellix Moske fa yBennuu pucka ot
CEpOTOHHMHOB CHHAPOM. TO3M CHHAPOM MOXe 1a Ob/ie CBBP3aH ¢ XaJIIOLHUOHAINH, HEBOJICBH
MOTPENBaHMs, yCKOPEHA Chp/ieuHa IeHHOCT, BUCOKO KPbBHO HaJIsITaHe, TPECcKa, rajieHe v JUapusl.

- CTe UMaJH MPUIAIbIH (THPUOBE)
Bamust nekap 1ie Bu jJeKyBa BHUMATEIIHO, aKO MMAaTe aHaMHE3a 3a IPUIAIbIIN UK UMaTe
HecTaOunHa enwiencus. [Ipumagpiure ca MOTCHIMAICH PUCK IIPH JISKapCTBaTa, M3IMOI3BaHH 3a
neyeHue Ha aenpecus. JledeHneTo TpsOBa 1a ce MPEKPATH MPU BCEKHU MAIUCHT, MOTYYHIT
MPUITAIbK, UM YBEINYaBaHEe HA YeCTOTaTa Ha IIPUITaIbIIUTE.

- CTC UMaJIN MaHUA

- WMarTe CKJIOHHOCT KbM KbPBEHE WIIM JIECHO 00pa3yBaHe HA CHHUHU WM aKo CTe OpeMeHHa (BHKTE
,,bpeMeHHOCT, KbpMeHE U hePTIIUTET )

- HNMAaTC HUCKO HUBO Ha HanI/II\/'I B KpbBTa

- cre Ha 65 TOAMHY UK N0-Bb3PACTHU

- HMMare TeXKO OBOpedHo 3200 IBaHe

- UMaTe TeKKO YePHOAPOOHO 3a00IIsIBAaHE UJIM YSPHOIPOOHO 3200 sIBaHE, HAPEUCHO I[UPO3a.

- UMaTe Wik Npeanu CT€ UMajikd NOBUILICHO HAJIATAHE B OKOTO HUJIU I'NIayKOMa. AKo 3armmouHeTe Ja
M3MMTBaTe 0OJIKAa B OUMTE WIIH 3peHUETO BU ce 3aMbIii IO BpeMe Ha JISYEHHETO, CBBPIKETE Ce C
Bammus nexap.

Korato cte Ha neueHue ¢ aHTUAETIPECAHTH, BKIIOYUTEIHO BOPTUOKCETHH, MOXKE JAa U3MUTATEe YyBCTBO
Ha arpecus, &XUTUPAHOCT, THSB U pa3Ipa3sHUTEIHOCT. AKO TOBa Ce€ CIIy4dH, TPsIOBA J]a TOBOPHUTE C
Bamus nekap.

Muciu 3a camoyouiicTBO M BjomaBaHe Ha Bamara nenpecus

AKO uMare Jenpecust U/l TPEBOKHO Pa3CTPONUCTBO MOHIKOTA MOXKE Jla MMaTe MHUCITH 3a
caMOHapaHsBaHe WX caMOyOUiCTBO. Te3u MHUCITM MOTAaT J1a Ce 3aCHIIAT, KOTaTo 3a IIbPBU ITBT IpUeMaTe
AHTUCTIPECAHTH, THI KaTO MIPH BCUYKH TE3H JICKAPCTBA € HEOOXOAMMO BpeMe, 3a Ja 3all0YHaT Ja
JIelcTBaT — OOMKHOBEHO OKOJIO JIBE CEIMMIIY, HO IIOHIKOra M IO-IbJIrO.

BepOS[THOCTTa Ja MHCJIMTC 110 TO3W HAYHUH MOXKC J1a € I10-IroJisiMa akKo:
- " np€au CT€ uMajikd MUCJIA 3a CaMOY6I/II>'ICTBO HJIM CaMOHapaHsBaHE.
- CTC MJIaJ] YOBCK.

JaHHM OT KIMHUYHYU IPOYYBaHUS MIOKA3BaT MTOBUILIEH PUCK OT IMOBEACHUE, CBBP3aHO ChC
caMOyOHHCTBO, TIPH MJIaJI XOpa Mo 25 TOJUHH C TICHXUYHA 3a00JISBaHI, KOUTO ca JISKyBaHH C
AHTUJICTIPECAHT.

Axo y Bac ce mosBaT muciu 3a caMOHapaHsABaHE WM CAMOYOMHCTBO IO KOETO U J1a € BpeMe, CBBbpIKETE
ce ¢ Bamms nexap nnm He3abaBHO oTHIeTe B OonHUIIA. MOXKe /1a TIperieHnTe, 9e € MOJIEe3HO /1a
CTIOZCTHUTE C POAHMWHA WK OJM3BK MPUATEI, Ye UMaTe ACTIPECHs] UM TPEBOKHO Pa3CTPONCTBO U Ja TH
MIOMOJIMTE /1a IPOYeTaT Ta3! JUCTOBKA. MoxeTre Aa ru momoiuTte Aa Bu kaxkat, ako mucinsaT, 4ye BamaTa
JeTpecus WM TPEBOXKHOCT CE BJIOIIABAT WJIM ca 00E3MOKOCHU OT IPOMEHH B IOBeAeHHeTo Bu.

Jlena v roHOIIM
Brintellix He Tps6Ba 1a ce W3MON3Ba MPU METUATPUIHN AIIMEHTH (Ha BB3pacT Noj 18 roguHm), Thi

KaTo e()UKaCHOCTTA HE € Jj0Ka3aHa. beonacHocTTa Ha Brintellix npu iena u 1OHOIIM Ha BB3PacT 7 10
17 roguHM € onMcaHa B TOUka 4.
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Jpyru nexapcrBa u Brintellix

HNudopmupaiite Bammst nekap wim papmareBT, ako IIpreMare,HacKopo CTe MIPUEMAaTH UITH €
BB3MOXKHO J1a TIPHEMETE IPYTH JICKapCTBa.
Kaxere na Bamus nexap ako npueMate HIKOE OT CICIHUTE JeKapCTBa:

- (beHen3uH, MIPOHMA3UA, H30KapOOKCAa3H], HUATIAMU, TPAHIILUIIPOMHUH (JIEKapCTBa 3a

JICYHCHUEC Ha ACPCCUA, HApCUYCHU HCCCICKTUBHU I/IHXI/I6I/ITOpI/I Ha MOHO&MI/IHOOKCI/IIIaSaTa); HC
TpsiOBa J1a MprieMaTe HUKOE OT Te3H JiekapcTBa 3aeqHo ¢ Brintellix.Ako cTe mpuemainu HIKOE OT
TEe3H JIeKapCTBa Ie TpsOBa a n3vakare 14 qHU npeau na 3ano4yHere Aa nmpuemare Brintellix.
Cren cimpaneTto Ha Brintellix TpsOBa ma MuHaT 14 q1HE peau 1a MpUEMETE HIKOE OT TE3U
JIeKapCTBa.

MOKJIOOeMH/T (JIEKAPCTBO 32 JISYCHUE Ha JIETIPECcHsl)

CEJICTHJINH, pa3arwinH (JeKapcTBa 3a JieueHrne Ha 0ojecTTa Ha [lapkuHCOH)

TrHE30JIU T (JIEKApCTBO 32 JIeueHHe Ha OaKTepraIHd MH(EKIH)

JIEKApCTBEHHU MPOJYKTH ChC CEPOTOHMHEPTHUYEH e(EKT, HAMp. TpaMaaoJl 1 MOJOOHH JIeKapcTBa

(cuHM OOJKOYCITOKOSIBAIM) U CYMAaTPHIITAH | MOI00HU JIEKapCTBa C UMEHA HA aKTUBHOTO

BEIIECTBO, 3aBLPINBAIIY Ha ,,TPUNTAHN~ (M3ITOJI3BAHU 32 JICUCHHE Ha MUTpeHa). [IpuemMbT Ha

TEe3M JIEKapCTBa AHOBPEMEHHO ¢ Brintellix Moxe aa yBean4yu prucka oT CEpOTOHUHOB CHHAPOM

(BmxTe TOUKa ,,[IpemynpexaeHus u npennasHu MepKu')

JTUTUH (JIEKapCTBO 3a JICUCHNE Ha JACTPECHs U ICUXUYHU Pa3CcTPONCTBA) WM TpUNTO(aH.

JIEKapCTBa, 32 KOUTO CE 3HAe, Ye OHMKABAT HUBOTO HA HATPHUIA

pUQaMIUIKH (JEKapCTBO 3a JICUCHNE Ha TyOepKyJI03a U APyTrd HHQEKIIH)

kapOama3sernH, (heHUTOMH (JIEKapCTBa 3a JICUCHHUE Ha SIUIICTICHS HITH APYTH 3200 IIBaHMS)
BapdapuH, TunupUIaAMOoI, GEHITPOKYMOH, HIKOW aHTUIICUXOTHIIN, QEHOTHA3HHHU, TPHIUKIHYHH
AHTUACIIPECAHTH, HUCKU JO3U aAlICTUIICAJIMINIIOBA KUCCJIMHA U HECTCPOUIHU
MPOTUBOBB3MAIUTEIHH CPEICTBA (pa3pekIaiiy KpbBTa JIeKapcTBa U JIEKapCTBa, M3MOI3BaHU 32
obnekuaBaHe Ha 00Jka). MoJke Ja yBeIruJar CKIIOHHOCTTa KbM KbpPBEHE.

.HCKapCTBa, KOHMTO yBCJIM4YaBaT pUCKaA OT NPUNTAAbIU:

CYMaTpHUNTaH U NOJOOHH JIEKapCTBa C IMEHA Ha aKTUBHOTO BELIECTBO, 3aBBPIIBAIIN Ha
,, TPUITaHH"
TpaMaaoJ1 (CHIIHO OOJKOYCIIOKOSIBALIIO)
MedUIOKHH (JIEKapCTBO 32 MPO(UIIAKTHKA U JICUCHUE Ha MaJlapHsl)
OyTIIpONHMOH (JIEKapCTBO 3a JIEYSHNE Ha JEMPECHs U CHIIO 32 OTKAa3BaHE OT TIOTIOHOIYIIIEHE).
(IIyoKCeTHH, MapoOKCETHH U APYTH JICKapCTBa 3a JIeUeHHE Ha JeTpecus, HapuIaHu
CHOIIC/CHPH, TpUUMKINYHE aHTUACTIPECAHTH
XKBIT KaHTapuoH (Hipericum perforatum) (JIekapcTBO 3a J€UEHHE Ha JCTIPECHS)
XMHUWIMH (JEKapCTBO 3a JICUYCHNE Ha HAPYIICH ChPJICUYEH PUTHM)
XJIOPIIPOMA3WH, XJIOPIPOTUKCEH, XAIONEPHI0I (JIeKapCTBa 3a JIeUYCHNE Ha IICUXUIHU
pa3CcTpoOiCTBa U MPUHAAJIEKAIM KbM TPYIIH, HApU4aHU (PeHOTHA3UHHU, THOKCAHTEHH,
OyTupodeHOoHN).

MOJ'ISI, YBCAOMCTEC Bamus JICKAp, aKO NprueMaTe HAKOC OT JICKapCTaTa I/I36p06HI/I no-rope, TBH KaTo
Bammsr JICKap TprGBa Ja 3Hac, aKO B€YC CTC U3JIOKCHU HA PUCK OT IIpUIIaAbIH.

AKO TpaBHTE YpUHEH TECT 3a HApKOTHYHH BeIllecTBa, mpuemMbT Ha Brintellix moxxe ma mosene mo
MOJIOKUTENTHN PE3yJITaTH 332 METAJOH IpPU M3IMOJI3BAHETO HA HIAKOM METOJU 3a TECTBAHE, JOPH Jla HE
npremMare MeTaJioH. AKO TOBa ce CllyuH, Moxe Ja Bu Obae HanpaBeH no-crieriuduyeH TecT.

Brintellix ¢ aaxoxoa

HpI/IeMaHeTO Ha aJIKOXOJI ITO BpEMEC Ha JICHEHUC C TOBA JICKAPCTBO HC CC IMMPEIIOPHYBA.
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BpeMeHHOCT, KbpMeEHe U (DEPTHIINTET

AKo cTe OpeMeHHA WIH KBPMHTE, CMATATE, 9¢ MOXKE J1a CTe OpeMeHHa WIH IIaHupaTe OpeMEHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap wim gpapmaneBT npeau ynorpedaTta Ha TOBa JIEKapCTBO.

BpeMenHocT

Brintellix He Tps0Ba 1a ce mpuema 1o BpeMe Ha OpPEeMEHHOCT, OCBEH aKo JIEKapsAT HE MPeLeHH, e €
a0COJIFOTHO HEOOXOIUMO.

AKo TIpueMaTe JieKapcTBa 3a JICUeHUE Ha Ierpechs, BKIounuTerHo Brintellix npe3 mociaexaute 3
Mecela OT OpeMEHHOCTTa, HeOOXOMMO € Jia 3HaeTe, Ye Mpy BaieTo HOBOPOJCHO MOXKe Ja ce
HaOJII0/1aBaT CJICTHUTE HEXKEIIAaHN PEaKLUK: IPOOJIeMH C AUIIAHETO, CHHKaBa KOXa, IPUIIAIbIIH,
IIPOMEHH B TeJIeCHAaTa TeMIIepaTypa, 3aTPyJHEHO XpaHeHe, IOBPbIIaHe, HUCKA KPhBHA 3aXap,
BIBPBCHHU WITH OTITyCHATH MYCKYJIU, )KHUBH pediIeKcH, TpernepeHe, HEpBHOCT, Pa3Ipa3HUTEHOCT,
JieTaprusi, HOCTOSHEH IU1a4, ChHIMBOCT U Oe3chHHe. AKo BameTo 6ebe Ma HAKOW OT Te3U CHMITTOMH,
MOJISI CBBpKETe ce ¢ Bamms nexap HezabaBHO.

VYBepere ce, ue Bamara akymepka u/uinm jgekap 3HadT, ye npuemare Brintellix. Koraro ce npuemar no
BpeMe Ha OpEeMEHHOCTTa, 0COOEHO Ipe3 MOoCIeTHUTE 3 Mecela, JeKapcTBara, mojgoonu Ha Brintellix,
MOrar a yBeJIu4aT PUCKa OT CEPHO3HO ChCTOSTHHUE Npu OebeTaTa, HapedeHO MepCUCTUpalIa
OenoapoOHa xurepronus npu HoBopoaeHoTo (ITBXH), npu koeto 6ebero auima yuecTeHo U
nocuHsiBa. Te3n CHMITOMH OOMKHOBEHO 3all04yBaT Mpe3 IbpBHUTE 24 Yaca ciiell pakaaHeTo Ha 6e0eTo.
Axo ToBa ce ciryun ¢ Bamrero 6e6e, TpsiOBa He3a0aBHO Aa ce CBBpikeTe ¢ Bamrara akymepka u/vmm
JeKap.

Axo npuemere Brintellix kbM kpast Ha OpEMEHHOCTTA, MOJKE Ja CHIIECTBYBA MIOBHIIECH PHCK OT TEXKO
BarMHAJIHO KbPBEHE CKOPO CIIe]] pakKIaHEeTO, 0COOCHO ako MMaTe aHaMHe3a 3a HapyIIeHHs Ha
KPBBOCHCHUPBaHETO. BammsT nekap wim akyuiepka TpsiOBa Aa 3HasT, ue npuemare Brintellix, 3a nga
morar aa Bu mocbBeTBar.

Kbpmene

Manko konudecTBo oT Brintellix npemuHaBa B Kbpmara, HO He ca HaOJII0AaBaHU BpeIHHU e(eKTH,
CBBP3aHU C JICKApCTBOTO, MPH KbpMaueTa. Brintellix He TpsOBa 1a ce u3moi3Ba 1Mo BpeMe Ha KbPMEHE.
Bammsr nekap mie B3eMe penieHre i J1a CripeTe KbpMEHETO, HiIH Jia cipeTe npuema Ha Brintellix,
KaTo B3eMe MpelBU/ N0JI3aTa OT KbPMEHETO 3a JISTETO U IoJ13aTa OT Tepanusara 3a Bac.

lodupane u paéora ¢ MAIIMHHA

Brintellix HAMa 1K IMa HE3HAYUTEITHO BIMSAHNE BBPXY CIOCOOHOCTTA 3a modupaHe u padboTta ¢
MaIluHA. BBIIpeKu ToBa, Thil KaTo ce cho0IaBaT HeXKEIaH! Peakiny KaTo 3aMaiiBaHe,ce MpernopbyuBa
MOBUIIICHO BHUMAaHUE M0 BpeMe Ha Te3H ASWHOCTH, KOraTo ce 3ano4He JieueHune cBrintellix wmu ce

MOPpOMCHA 403aTa.

Brintellix cbabLp:xa HATPHI

ToBa JrekapcTBO ChABPKA MO-MaKo OT 1 mmol HaTpwii (23 mg) Ha TabieTKa, T.e. MOXKE J1a ce Kaxe,
ye IPAKTUYECKHU HE ChbprKa HATPUH.

3. Kaxk na npuemare Brintellix

Bunaru npuemaiite ToBa IeKapCcTBO TOYHO KakTo Bu e ka3an Bammst nekap nnm ¢papmanest. AKo He
CTE CUT'YpPHHM B HEIO, nonuTaire Bamms nexap uinu papmarnesr.
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[Ipenoppunrtennata no3a Brintellix e 10 mg BOpTHOKCETHH €THOKPATHO JHEBHO MPU BB3PACTHU MO/
65-ropumHa BB3pact. Jlozara moxe na Obae yBenndyena ot Bamms nekap Mmakcumym 110 20 mg
BOPTHOKCETHH Ha JICH WM HaMaJIeHa 10 MUHUMYM 5 Mg BOPTUOKCETHH Ha JICH, B 3aBUCUMOCT OT TOBa
KaK pearupare Ha JIC4YEHUETO.

3a XO0pa B CTapyeCKka Bb3pacT, Ha 65 rOAVWHHA WJIU ITO-BBb3PACTHU, HaYAJIHATA 4034 € 5 mg
BOPTHOKCETHH BCIHBX JHEBHO.

Ha4yun Ha npuiokeHue

Bzemere eqna TalJIeTKa C Jala BOJaA.
TabneTkara Moxke Aa C¢ npuema CbC Ui 0e3 XpaHa.

IIpoabIKNTETHOCT HA JeYEeHHEeTO
[Ipuemaiite Brintellix TonkoBa apnro, KoakotTo Bu e nmpenopruan Bammusr ekap.

[poxwsmxere na npuemate Brintellix, 7opu 1 Ja MUHE N3BECTHO BpeMe NpeAH /1a TIOUyBCTBATE
1o00peHHe B ChbCTOSHUETO CH.
Jleuenuero TpsiOBa 1a MPOIBIDKH TIOHE 6 Mecena ciell KaTo OTHOBO ce MOYyBCTBaTe J00pe.

AKo0 cTe mpuesu nMoBeye OT HeoOxoaumMaTa 103a Brintellix

AKo cTe npueH noseye ot npeanucanata Bu mo3za Brintellix, cBbpikere ce He3abaBHO ¢ Barmms exap
WM Hali-OJM3KHS HEHTHP 3a CIIelIHa MeUIMHCKa oMol B3emere ¢ Bac omakoBkaTa u ocTaHanuTe
tabnerku. HanmpaseTe ToBa, 1opH ako HAMaTe NpU3HALK Ha AUcKoMQopT. [IpusHanuTe Ha
Ipeao3upaHe ca 3aMasHOCT, raJieHe, 1uapus, CToMalleH JUCKoM(OopT, CbpOeX IO ISUI0TO TSUIO,
CHHJIMBOCT U 3a4€pBsBaHE.

Crnen mpueM Ha JT03H, HEKOJIKOKPATHO TIO-BUCOKH OT MPeAIrcaHara 703a, € ChOOIIeHO 3a MPUCTHIN
(TBpUOBE) U PSIIKO CHCTOSIHHE, HAPEIECHO CEPOTOHMHOB CHHIIPOM.
AKko cTe nponycHaau 1a npuemere Brintellix

IIpuemerte ciemBamara 03a B 00M9aiiHOTO BpeMe. He B3emaiite mBOIHA 1032, 32 J1a KOMIICHCHUPATE
MpOIycHaTaTa J103a.

Ako cTe cnipesau npuema Ha Brintellix
He cnmpaiite npuema Ha Brintellix 6e3 ga cre ro oochaumu ¢ Bamus iekap.

Bamusit siekap MosKe J1a pelin 1a HaMaiu 1o3ata Bu, npein oKkoHYaTEeNHO J1a CIpeTe IprueMa Ha TOBa
JIEKapCTBO.

Hskoun manmenTH, KouTo cmpat npuema Ha Brintellix, m3nuTBaT cHMIITOMu KaTo 3aMastHOCT,
J1aBO0OIIHMe, U3TPBIIBAHE KAaTO ,,001KaHE ¢ UTTIMYKK WM yCellaHe, Mo100HO Ha TOKOB ynap (0coO0eHO
B IJIaBaTa), HEBb3MOKHOCT 3a 3aCIHMBaHE, FaJIcHe WM MOBPBILAHE, YyBCTBO HA TPEBOXKHOCT,
pa3apa3HUTEHOCT WK BB30Y/1a,, yCelaHe 3a yMopa Wik TperepeHe. Te3u CHMIITOMH MOKe J1a
BB3HUKHAT B paMKHTE Ha ITbpBaTa CeIMHUIIA CIe/ cupane Ha mpueMa Ha Brintellix.

AKO MMaTe HSIKaKBH JIOMIBIIHUTEIIHN BBIIPOCH, CBBP3aHH C YIOTpedaTa Ha TOBA JIEKApCTBO, MOMUTANTE
Bammmst mexap wim papmareBr.
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4.

Bb3MOKHH HeXKeJTaHU peakuuun

Kakro Bcuukmu JICKapCTBaA, TOBA JICKAPCTBO MOXE Jia IIPCAU3BHUKA HEXKECIIaHN pCaKINU, BBIIPEKU Y€ HE
BCCKHU I' ITIOJTy4aBa.

Karo 1I4J10, Ha6J'IIOILaBaHI/ITe HCXKCJIAaHU PCAKIUU Ca JICKU 10 YMCPCHHU U CC MPOSABABAT B PAMKUTC Ha
IIBbPBUTC ABEC CEAMUILUN OT JICUCHUETO. OOUKHOBEHO PCAKIUUTE Ca BPEMCHHU U HE BOOAT 10
IMPEKBCBAHEC HaA JICYHCHUCTO.

Hexenanute peaknun, H30pOCHH MO-I0TY, Ca ChOOIIAaBaHM ChC CICIHUTE YSCTOTH.

MHoro uectH: Morar Ja 3acerHat noseue oT 1 Ha 10 yoBeka

raacHe

YecTu: morar ga 3acersat 10 1 Ha 10 JoBeka

JIMApUsI, 3a1eK, MOBPbBIIaHE
BHCHE HA CBAT

CBhPOEK MO LSIOTO TS0
MaTOJOTUYHH ChHUIIA
YBEIMYICHO M3MOTSABAHE
JIOIIO XPaHOCMHUJIAHE

He gyectn: morat na 3acernar go 1 Ha 100 gyoBeka

3auepBsIBaHE
HOII[HO MTOTEHE

3aMBIJICHO 3pCHUE

HEBOJICBOTpEIEepeHe (TpeMop)

XaJlrOuHalunuu (BI/I)K[IaHC, YyBaHC WJIM yCCIIAHC HAa HEIIld, KOUTO HE C'I)HICCTBYBaT)

Penxu: moxe nma 3acernat o 1 Ha 1 000 yoBeka

pasIMpeHy 3eHUIHN (MAIpHa3a), KOETO MOXKE J]a YBEIMYH PUCKa OT TIIayKoMa (BK. TOUKa 2)

HeusBecTHa: 0T HaTMYHUTE JaHHU HE MOXE 1a Ob/Ie HAallpaBeHa OIICHKA 33 YeCToTaTa

HUCKHY HHWBA Ha HATPUH B KPBBTa (CHMITOMHUTE MOTAT Ja BKIIIOYBAT yCellaHe Ha 3aMastHOCT,
c1abocCT, 00BPKAHOCT, CHHIMBOCT HITM CHIIHA YMOPA, TaJIeHE WJIH IOBPBIIAHE; M0-CEPUO3HH
CHUMIITOMH ca IpUMallsiBaHe, MPUMaIby WiIA HaJaHus)

CEPOTOHWHOB CHHAPOM (BUX TOUYKa 2)

AJePTUYHH PEaKIIH, KOUTO MOTaT a OBbJaT CepHO3HH U Aa MIPUYUHAT ITOTyBaHe Ha JIUIIETO,
YCTHUTE, €3UKa WU T'BPIOTO, 3aTPYAHECHO AUIIAHE WV MPETIbIIaHe U/UIH BHE3AITHO ClIaJaHe
Ha KPBBHOTO HaJsraHe (MpeIu3BUKBAIIIO YCelaHe Ha 3aMastHOCT WIIM CBETOBBPTEXK)
VYprukapus (cbpOsII, HAIUTHAT OOPUB)

MPEKOMEPHO MM HEOOSICHUMO KbpBeHE (BKIIIOUHTEIHO 00pa3yBaHe HA CHHUHU, KbPBEHE OT
HOCA, CTOMAIITHO-YPEBHO U BarHAJIHO KbPBEHE)

o0OpuB

HapyIIeHUs Ha ChHS (MHCOMHHSA)

QKUTUPAHOCT U arpeckst. AKO MOJIYYUTE HAKOSI OT Te3M HEXKENaHU PEaKIrH, CBbPKETE Ce C
Bamus niekap (Bxk. Touka 2).

riiaBobosme

yBEJMYEHUE Ha KOJIMYECTBOTO HA XOPMOH, HAPEUCH MPOJIAKTHH, B KPHBTA

HETPeoa0JInMa Hy>K1a OT TIOCTOSIHHO JIBM)KEHHE (aKaTHU3Hs)

CKBbpIIaHe ChC 3501 (OPYKCH3IBM)

HEBB3MOXKHOCT 32 OTBapsIHE Ha ycTara (3aKiItoueHa YeII0CT/ TPU3MYC)

CHHJPOM Ha HECTIOKOMHUTE Kpaka (HelpeogouMa HyK/1a OT IBH)KEHHE Ha Kpakarta, 3a Jia Crpar
0O0JIe3HEHH WM CTPaHHU YCEIaHusl, Y4eCTO Bh3HUKBAILA IPE3 HOILITA)

HEOOMYalHO OTHENsIHE Ha KbpMa (TarakTopes)
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Ha6J'IIO)IaBa CC IMOBHUIICH PUCK OT CYYNIBAHC HAa KOCTUTC IMPU MAUCHTHU NIpHUEMaIllli TO3U BU
JICKApCTBA.

Nma choOieHns 3a MOBHUILEH PUCK OT HAPYIIEHUE HA ceKcyamHaTa GyHKIHS MPU MPHUIOKEHUETO Ha
no3a 20 mg/neH, a Ipy HAKOMW MallMeHTH Ta3W HeXeJlaHa peakysl ¢ HaOllogaBaHa Py MO-HUCKH J03H.

JJonbJIHUTETHN HeKeJIAHU PeaKIuy NPH Jena U I0HOIIHN

Hexenanute peakmum, HaOII0OAaBaHN IPH MTPHUIIOKEHHE HA BOPTHOKCETHH TIPH JIela M FOHOIIN ca
CXOJHH C T€3H, HAOII0JaBaH! MTPH BB3PACTHH, C H3KITFOUYEHUE Ha CHONTHS, CBBp3aHH ¢ O0IKa B
KOpeMa, KOUTO ca HabJroJaBaH! M0-9€CTO, OTKOIKOTO MPU BH3PACTHHU, U MUCIIH 332 CaMOyOUHCTBO,
KOUTO Ca HaOJII0JJaBaHH MT0-YECTO NP IOHOIIHU, OTKOJIKOTO PU Bh3PACTHHU.

Cpho01iaBaHe HA HeKeJIAHU PeaKIuu

AKO TIONy4HTe HIKaKBH HEXeJlaH! JIEKAPCTBEHU PeaKInd, yBegoMere Bamms nexap win ¢hapManesT.
ToBa BkII0UBa BCHYKH BH3MOKHUHEOITMCAHHU B Ta3H JINCTOBKA HEKEIaHU pCaKkuuu. Moxete ChIIIO Aa
CHOOIINTE HEeXKEIIAaHU Peakllii IUPEKTHO Ype3 HAlMOHATHATA CHCTEMa 3a ChOOIIaBaHe, IIOCOYeHA B
IIpunoxenune V. Kato crobimaBare HexXeIIaHA Peakiliy, MOXKETE Ja MajeTe CBOS MPHUHOC 3a
MoJTyyaBaHe Ha oBeuye HHQOpMalns OTHOCHO 6€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kaxk n1a coxpansiBate Brintellix

I[a CC CbXpPaHsBa Ha MACTO, HCAOCTBHIIHO 34 ACIA.

He u3nosn3BaiiTe TOBa JIEKapCTBO CIIE/ CPOKA HAa TOTHOCT, OTOEIISI3aH BHPXY KapTOHEHATa OIaKOBKa
cien ,,l'omen 10:“. CpOKBT Ha TOJHOCT OTTOBAPS HA MOCIEAHUS ICH OT TOCOYCHHUS MECeEIl.

ToBa jexapcTBOHE N3MCKBA CIIEIIHAIIHU YCIOBHUS 32 ChbXpaHEHHE.

He u3xBbpisiiTe iekapcTBaTa B KaHAIHM3AIMATA WIM B KOHTEHHEPa 3a JOMAIIHU OTIAIbIIH.

ITormuratiTe Bamms ¢apMarieBT Kak 1a U3XBBPIIATE JEKapcTBaTa, KOUTO BeUue HE M3Mo3BaTe. Te3n

MEpKH III€ CITOMOTHAT 3a Olla3BaHe Ha OKOJIHATa cpeja.

6. Chbabp:kaHue HA ONMAKOBKATA M J0MbJIHUTETHA HH(poOpMaus

KakBo chabp:xa Brintellix

- AKTHBHOTOBEIIECTBO € BOPTHOKCETHH. Besika pupmupana Tabnerka chabpika BOPTHOKCETHH
(xaTo xumpodbpomun).

- Hpyrute cberaBku ca MmanuTod (E421), MEKpOKpHCTaTHA METyJI03a, XHAPOKCHITPOITHI
IeTy103a, HATPHUEB HUIIECTSH TIIMKOJIAT (THI A), MarHe3ueB cTeapar, XUIpoMesosa,
makporon 400, TutanoB quokcun (E171), bt xxenesen okeun (E172)

Kak u3rie:xkna Brintellix u kakBo cbIbp:ka oNaKoBKaTa

JKbnra punMupana Tabmetka (Tadbmetka) ¢ popma Ha 6axem 5 X 8,4 mm, rpaBupana ¢ ,,TL” oT enHara
cTpana u ,,10” oT npyrara cTpaHa.

Brintellix ¢upmupanu tadbmetku 10 mg ce npeanarar B 6muctepu no 14, 28 ,56x1, 98x1, 126 (9x14),
490 (5x(98x1)) u B Tabneran koureriHepu ot 100 u 200 TabeTkwH.
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OmnakoBku oT 56 x 1, 98 x 1 1 490 punmupanu TabneTkyu ce npeajarat B OJUCTEpU C EANHUYHH JO3H.

He Bcuuku BHIOBE OMTAKOBKH MOTAT Jla ObJIAaT IyCHATH B TIPOIaxoa.

IpuTeskaTes Ha pa3pelIeHHETO 32 YNOTPe6a W MPOU3BOAUTE

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

3a AOMBIHUTETHA HHPOPMAIUS OTHOCHO TOBA JIEKAPCTBO,MOJISI, CBBPIKETE C€ C JIOKATHHUS
NpeICTAaBUTEN Ha MIPUTEKATEIS Ha pa3pelieHUEeTo 3a yrnoTpeoa:

Belgié/Belgique/Belgien
Lundbeck S.A./N.V.
Tél/Tel: +32 2 535 7979

Bbbarapus
Swixx Biopharma EOOD
Ten.: +359 (0)2 4942 480

Ceska republika
Swixx Biopharma s.r.o.
Tel: +420 242 434 222

Danmark
Lundbeck Pharma A/S
TIf: +45 4371 4270

Deutschland
Lundbeck GmbH
Tel: +49 40 23649 0

Eesti
Swixx Biopharma OU
Tel: +372 640 1030

EAlLada
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Espaiia
Lundbeck Espafia S.A.
Tel: +34 93 494 9620

France
Lundbeck SAS
Tél: +33 179412900

Hrvatska
Swixx Biopharma d.o.o.
Tel: +385 1 2078 500
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Lietuva
Swixx Biopharma UAB
Tel: +370 5 236 91 40

Luxembourg/Luxemburg
Lundbeck S.A.
Tél: +32 2 535 7979

Magyarorszag
Swixx Biopharma Kft.
Tel.: +36 1 9206 570

Malta
H. Lundbeck A/S
Tel: +45 36301311

Nederland
Lundbeck B.V.
Tel: +31 20 697 1901

Norge
H. Lundbeck AS
TIf: +47 91 300 800

Osterreich
Lundbeck Austria GmbH
Tel: +43 1 253 621 6033

Polska
Swixx Biopharma Sp. z 0.0.
Tel.: +48 22 4600 720

Portugal

Lundbeck Portugal - Produtos Farmacéuticos,
Unipessoal Lda

Tel: +351 21 00 45 900

Roménia
Swixx Biopharma S.R.L
Tel: +40 37 1530 850



Ireland
Lundbeck (Ireland) Limited
Tel: +353 1 468 9800

Island
Vistor hf.
Tel: +354 535 7000

Italia
Lundbeck Italia S.p.A.
Tel: +39 02 677 4171

Kvnpog
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Latvija
Swixx Biopharma SIA
Tel: +371 6 616 47 50

Slovenija
Swixx Biopharma d.o.o.
Tel: +386 1 2355 100

Slovenska republika
Swixx Biopharma s.r.0.
Tel: +421 2 20833 600

Suomi/Finland
Oy H. Lundbeck Ab
Puh/Tel: +358 2 276 5000

Sverige
H. Lundbeck AB
Tel: +46 040-699 8200

JaTa Ha mocjaeaHo npepasriexaade Ha guctoBkata {MM /I'TTT?}

JApyru u3ro4yHuIM Ha HHPOpMAaLUs

IToapo6Ha wHpOpPMAITHS 32 TOBA JIEKAPCTBO € IIpeIocTaBeHa Ha yeOcaiiTa Ha EBpomneiickaTa areHus
10 JIeKapcTBaTa http://www.ema.europa.eu.
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JIucroBka: uH(popManyd 32 NalHeHTa

Brintellix 15 mg ¢punmupanu TadaeTkn
BOPTHOKCETHH (vortioxetine)

IIpoyereTe BHMMATEJIHO LSJIATA JUCTOBKA, IPEeIH 1A 3all0YHeTe 1a prUeMaTe TOBa JIEKapCTBO,
Thil KaTo TS ChbABbPA BaxkHa 3a Bac undopmanus.

3anaszere Ta3u JUCTOBKA. MoxXe J1a ce HAJIOXKH J1a 51 IPOYETETE OTHOBO.
AKO UMare HSKaKBH JIOBIHATEITHA BBIPOCH, TTonnTaiTe Bamms ekap uimn GpapMarieBT.
- ToBa nekapcTBo € npennucaHo JuyHo Ha Bac. He ro nmpeorcTbnBaiite Ha ipyru xopa. To Moxe
Jla UM HaBpeIly, He3aBHCHMO Y€ TIPU3HAIUTE Ha TAXHOTO 3a00JIsIBaHEe ca ChIUTE KaTo BamuTe.
* AKO Toy4nTe HIKAKBH HE)XXEJIAaHW JIEKapCTBEHHU peakly, yBeaoMeTe Bamus ekap wiu
(bapMaueBT.TOBa BKJIFOYBA U BCUYKH Bb3MOXHHWHCKCIIAaHN PCAKIINHN, HCOIIMCAHU B Ta3n
nucToBKa. Bukre Touka 4.

Kakgo CbABbpPiKa Ta3u JIMCTOBKA

Kakgso mpencrasnsBa Brintellix u 3a kakBo ce u3mnon3Ba
KaxBo TpsiOBa ma 3Haere, npeau aa npuemete Brintellix
Kax ga mpuemarte Brintellix

BBb3MOKHH HEXENAHU PEaKLUU

Kax na cwxpansBare Brintellixs

ChbapprkaHue Ha ONAKOBKAaTa U AOMBJIHUTEIHA HH)OpMALIKS

AN

1. Kaxkso npeacrapiasaBa Brintellix u 3a kakBo ce u3noJsizBa

Brintellix cbabpka akTHBHOTO BELIECTBO BOPTHOKCETHH. T0 MPUHAIUIEKH KbM IpyIIa JIEKapcTBa,
Hape4YeH! aHTHICTIPECAHTH.

Brintellix ce u3non3sa 3a jieueHue HA TOJIEMU ICTPECUBHU SIH30/U TPU BH3PACTHHU.
Brintellix HamansBa mupoxa rama OT IEMPECHBHU CUMIITOMH, BKIIFOYUTEITHO ThI'a, BBTPEIIHO
HarpeXeHue (4yBCTBO Ha TPEBOXKHOCT), HAPYIIICHUS HA ChHsI (HaMaJsiBaHE Ha CHHS), HAMAaJIeH alleTHT,
TPYJHO KOHIICHTPHPaHEe, YyBCTBO 3a OE3IMONIE3HOCT, 3ary0a Ha HHTEpPEeC KbM JIFOOMMHU 3aHUMAaHHS,
YyBCTBO Ha 3a0aBEHOCT.
2. Kaxkso TpsoBa 1a 3Haete, npeau 1a npuemerte Brintellix
He npuemaiite Brintellix
*  aKo CTe aJepruyHU KbM BOPTHOKCETHH WJIM KbM HSIKOS OT OCTaHAIUTE ChCTaBKU HA TOBA
JieKapcTBO (M30pOeHH B TOUKA 6).
*  aKo mpHeMarte JIPyTH JeKapCTBa 3a JCMPEecHs, U3BECTHU KaTo HECEICKTUBHI HHXHUOUTOPH Ha
MOHOAMHUHOOKCH1a3ata i cenekTuBH MAQO-A naxuburopu. [locsBeTBaiite ce ¢ Bammms
JIeKap, ako HE CTe CUTYPHH.
IpenynpexaeHus u NpeANa3Hul MePKH

loBopete ¢ Bammus nekap nim dpapmanest, npeau aa npuemere Brintellix, ako:

- npuemMare JICKapCTBa € Taka HApEYCHUSA CCPOTOHUHCPTUYICH e(beKT, TaKHBa KaTo:
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- TpaMajoJl ¥ MOI00HU JIeKapcTBa (CHITHOM OOJIKOYCIIOKOYSBAIION )- CYMaTPHIITAH ¥ MTOJ00HU
JIEKapCTBAa C AKTUBHO BEINECTBO 3aBBPINBAIIO HA ,,TPUIITaH” (M3MOJI3BAHH MTPH JICUYCHUE HA
MHUTPEHA)

[TpuembT Ha Te3u JeKapcTBa eTHOBpeMeHHO ¢ Brintellix Moske fa yBennuu pucka ot
CEpOTOHHMHOB CHHAPOM. T03U CHHAPOM MOXe a Ob/ie CBBP3aH C XaJIIOLHUOHAINH, HEBOJICBH
MOTPENBaHM, yCKOPEHa Chp/ieuHa IeHHOCT, BUCOKO KPbBHO HaJISITaHe, TPECcKa, rajicHe U JUapusl.

- CTe UMaJTH MPUIIAIBIH (THPUYOBE)
Bamusit nekap e Bu jJeKyBa BHUMATEIIHO, aKO MMaTe aHaMHE3a 3a IPUIAIbIN UK KMaTe
HecTaOunHa enwiencus. [Ipumagbiure ca MOTCHIMAICH PUCK MIPH JICKapCTBaTa, M3IOI3BaHH 3a
neyeHue Ha aenpecus. JledeHneTo TpsOBa 1a ce MPEKPATH MPH BCEKH MAIUCHT, MOTYYHIT
MPUITAIbK, UM YBEINYaBaHe HA YeCTOTaTa Ha IIPUITaIbIIUTE.

- CTC UMaJld MaHUs

- WMare CKIOHHOCT KbM KbPBEHE HIIM JIECHO 00pa3yBaHe HA CHHUHU WM aKO CTe OpeMeHHa (BHKTE
,bpeMeHHOCT, KbpMeHEe U hePTHIUTET ")

- UMaTe HUCKO HMBO Ha HATPUH B KPbBTA

- cre Ha 65 TOOMHYU UK 0-Bb3PACTHU

- HUMare TeXKO OBOpedHo 3200 IBaHe

- UMaTe TeKKO YePHOAPOOHO 3a00IIsIBAHE UJIM YSPHOIPOOHO 3200 IsIBaHE, HAPEUCHO I[UPO3a.

- UMaTe WIH MPeU CTEC UMAJIM TIOBUIIICHO HAJISITAHE B OKOTO WMJIM IJIayKoMma. AKO 3all0YHETE J1a
M3nUTBaTe 0OJIKAa B OUMTE WM 3peHUETO BU ce 3aMbIiii o BpeMe Ha JISYEHHETO, CBBPIKETE Ce C
Bamus nekap.

Korato cte Ha neueHue ¢ aHTUAETIPECAHTH, BKIIOYUTEIHO BOPTUOKCETHH, MOXKE Ja U3MUT-aT€ YYBCTBO
HAa arpecus, &XUTUPAHOCT, THSB U Pa3Ipa3sHUTETHOCT. AKO TOBa Ce€ CIIydH, TPsIOBA J]a TOBOPHUTE C
Bamus nekap.

Muciu 3a camoyouiicTBO M BjomaBaHe Ha Bamara nenpecus

AKO umare Jenpecust U/l TPEBOKHO Pa3CTPONUCTBO MOHIKOTa MOXKE Jla MMAaTe MHUCIH 3a
caMOHapaHsBaHEe WIA CaMOyOUKCTBO. Te3u MHUCITM MOTAaT J1a Ce 3aCHIIAT, KOTaTo 3a IIbPBU BT IpUeMaTe
AHTUCTIPECAHTH, THI KaTO MPH BCUYKH TE3H JICKAPCTBA € HEOOXOAMMO BpeMe, 3a Ja 3all0vHaT Jaa
JEHCTBAT — OOMKHOBEHO OKOJIO JBE CEIMMIIH, HO IMMOHSIKOTa M IO-IBITO.

BCpOfITHOCTTa Ja MHUCJIMTC 110 TO3W HAYHUH MOXKC Jia € I10-IroJisiMa ako:
- " nIp€au CT€ UMajIi MUCJIA 3a CaMOY6I/II>'ICTBO WM CaMOHapaHsBaHE.
- CTC MJIaJ] YOBCK.

JlaHHM OT KIIMHUYHYU IPOYYBaHMS IIOKa3BaT MMOBUILEH PUCK OT MOBEACHUE, CBBP3aHO ChC
caMOyOHICTBO, TIPH MJIaJI XOpa Mo/ 25 TOJUHY C TICHXUYHA 3a00JIsIBaHU, KOUTO ca JIEKyBaHH C
AHTUJICTIPECAHT.

Axo y Bac ce mosBaT Mucin 3a caMOHapaHsBaHE WM CaMOYOMHCTBO IO KOETO H J1a € BpeMe, CBBPIKETE
ce ¢ Bamms nexap nnm He3abaBHO oTHIeTe B OonmHUIIA. MOXKe /1a TIperieHnTe, 9e € IMOJIe3HO /1a
CTOZETINTE C POAHMHA WK OJIM3BK MPUATEN, Ye UMaTe ACTIPECHs UM TPEBOKHO Pa3CTPONCTBO U Jia TH
MIOMOJIMTE /1a IPOYEeTaT Ta3M JUCTOBKA. MoxeTe Aa ru momoiute Aa Bu kaxkat, ako mucinsT, 4ye BamaTa
JeTpecus WM TPEBOXKHOCT C€ BJIOIIABAT WIIM ca 00E3I0KOCHU OT IPOMEHHM B IOBeAeHHETO Bu.

Jlena v roHOIIM
Brintellix He Tps6Ba 1a ce W3MoN3Ba P METUATPUIHN TAIIMEHTH (Ha BB3pacT noj 18 ronuHm), Thi

Karo e()UKacCHOCTTA HE € Jj0Ka3aHa. besonacHocTTa Ha Brintellix npu ena v 1OHOIIM Ha BB3PacT 7 10
17 roguHM € onMcaHa B TO4Yka 4.
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Jpyru nexapcrBa u Brintellix

HNudopmupaiite Bammst nekap wim papmareBT, ako IIpreMare,HacKopo CTe MIPUEMAaTH UITH €
BB3MOXKHO J1a TIPHEMETE IPYTH JICKapCTBa.

Kaxxere na Bamms JICKAp aKo MpueMaTe HAKOC OT CJICAHUTC JICKApCTBa:

(heHeNn3uH, UIPOHUA3H]T, H30KAPOOKCa3H]l, HUaJaMHU]l, TPAHIIITUIIPOMUH (JIEKapCTBa 3a
JIeYeHUEHA JIENPEecHsi, HapeueH! HeCeIeKTHBHA WHXHUOUTOPH Ha MOHOAMHHOOKCH/Ia3aTa);He
TpsOBa 1a MpHUeMaTe HUKOE OT TE3H JIeKapcTBa 3aeaHo ¢ Brintellix. Ako cte mpuemanu HIKOE OT
TE3H JICKapCTBa Iie TPsAOBa J1a u3uakare 14 qHU npeau Ja 3ano4yHere Aa npuemare Brintellix.
Crnen ciupaneto Ha Brintellix TpsiOBa 1a muHat 14 nHU npeau na npueMere HIKOE OT Te3U
JIeKapcTBa.

MOKII0OeMH]] (JIEKapCTBO 3a JICUCHUE Ha JICTIPECHS)

CEJICTHJINH, pa3arwivH (JIekapcTBa 3a JieueHue Ha Oonectra Ha [lapkuHCOH)

TUHE30JU 1 (JIEKApCTBO 32 JIeueHHe Ha OaKTepraTHi HH(EKIIHN)

JIEKapCTBEHU MPOAYKTH ChC CEPOTOHMHEpPTHYeH e(heKT, Hamp. TpaMaaoJI U TOJO0HH JIeKapcTBa

(cuHM OOJIKOYCITOKOSIBAIIM) Y CYMAaTPHIITAH M MOIOOHU JIEKAPCTBA C UMEHA HA aKTUBHOTO

BEIIECTBO, 3aBbPIIBAIIY Ha ,,TPUIITAaHN (M3IIOJI3BAHHU 34 JIeueHHe Ha MUTrpeHa). [IpuemMbT Ha

TE3H JIeKapCcTBa eTHOBPEMEHHO ¢ Brintellix Moke 1a yBeIMdH prUcKa OT CEpOTOHUHOB CHHAPOM

(BmxTe TOUKA ,,IIpemynpexneHus u npeana3Hu MepKu')

JuTHA (JISKAPCTBO 3a JICUCHHUE HA JICTIPECHS U TICUXUYHU PAa3CTPOUCTBA) UM TPUNTO(aH.

JIEKapcTBa, 3a KOWTO CE 3Hae, Ue TIOHMKaBaT HUBOTO Ha HATPUI

pUQaMIUIKH (JEKapCTBO 32 JICUSHNE Ha TyOEepKyJI03a U JPyTrd HHPEKIIH)

KapOaMasenuH, peHUTONH (JICKapCTBa 3a JICYCHUE Ha SITUJICTICUS WU IPYTH 3a00JIsIBaHuU )
BapdapuH, TMIUPUIAMO, (PEHIPOKYMOH, HIKOW aHTHIICUXOTHUIIH, (D€HOTHA3WHU, TPUIUKINIHH
aHTHUIENIPECAHTH, HUCKH JI03U alleTUIICATUITIIIOBA KICEITNHA U HECTEPOUTHH
MPOTUBOBB3MAIUTEIHU CPEICTBA (pa3pekIally KPpbBTa JIEKapCTBa U JICKapCTBa, M3MO0I3BaHU 3a
obnexvaBane Ha Oonka). Moske a yBenn4ar CKJIOHHOCTTa KbM KBbPBEHE.

JlexapcTBa, KOUTO yBEIMYABAT PUCKA OT MPUIATBIIU:

CYMAaTpHITaH U MOJOOHH JIEKapCTBa C UMEHA HA aKTUBHOTO BEILIECTBO, 3aBbPIIBAIIN HA

»TPUITaHU"

TpamMazoi (CHIHO OOJIKOYCITOKOSBAIIIO)

Me(hIokKuH (JIEKapCTBO 3a MPO(GUIIAKTHKA U JICUCHHE HA MaJlapus)

OyNpONHOH (JIEKapCTBO 3a JICYCHHE Ha JIETPECHSI U CHIO 32 OTKa3BaHE OT TIOTIOHOITYICHE).

(ITyOKCeTHH, MapOKCETHH U JAPYTH JICKapCcTBa 3a JICUeHHEe Ha Jenpecs, HapuIaHu

CUOIIC/CHPU, TpUIMUKINYHA aHTHIETIPECAHTH

XKBAT KauTapuoH (Hipericum perforatum) (IeKapcTBO 3a JICUCHHUE HA JACTIPECHS)

XMHUIYH (JEKapCcTBO 32 JICUYCHUE HA HAPYIICH ChPJCUCH PHUTHM)

XJIOPIPOMA3HH, XJIOPTIIPOTUKCEH, XAIOMEePH 101 (JIEKapcTBa 3a JICUCHHUE Ha TICHXHYHH
pa3CcTpONCTBa M PUHAJICKAIIN KbM IPYIH, HApHYaHU (pEeHOTHA3UHU, THOKCAHTCHH,
OyTupodeHOHH).

Mous, yBenomere Bamms iekap, ako npueMare HSIKOE OT JIeKapcTaTa M30pOeHH MO-rope, Thil KaTto
Bammsr nexap TpsiOBa aa 3Hae, ako Beue CTE W3JIOKCHU Ha PUCK OT IPHIIAIBLIH.

AKoO TpaBHTE YpHHEH TECT 32 HAapKOTHYHHU BEIECTBa, MpHUeMbT Ha Brintellix moxe na mosexe 1o
HOJIOKUTEJIHU PE3YITAaTH 33 METAJOH NP U3MOI3BAHETO HA HAKOM METOAM 3a TECTBAHE, JOPH Ja He
npremMare MeTasioH. AKO TOBa ce CllyuH, Moxe Ja Bu Obae HanpaBeH no-crieriuduyeH TecT.

Brintellix ¢ aJaxoxoJ

HpI/IeMaHeTO Ha aJIKOXOJI ITO BpEME Ha JICHEHUE C TOBA JICKAPCTBO HE CC IMMPEIIOPHYBA.
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BpeMeHHOCT, KbpMeEHe U (DEPTHIINTET

AKo cTe OpeMeHHA WIH KBPMHTE, CMATATE, 9¢ MOXKE J1a CTe OpeMeHHa WIH IIaHupaTe OpeMEHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap wim gpapmaneBT npeau ynorpedaTta Ha TOBa JIEKapCTBO.

BpeMenHocT

Brintellix He Tps0Ba 1a ce mpuema 1o BpeMe Ha OpPEeMEHHOCT, OCBEH aKo JIEKapsAT HE MPeLeHH, e €
a0COJIFOTHO HEOOXOIUMO.

AKo TIpueMaTe JieKapcTBa 3a JICUeHUE Ha Ierpechs, BKIounuTerHo Brintellix npe3 mociaexaute 3
Mecela OT OpeMEHHOCTTa, HeOOXOMMO € Jia 3HaeTe, Ye Mpy BaieTo HOBOPOJCHO MOXKe Ja ce
HaOJII0/1aBaT CJICTHUTE HEXKEIIAaHN PEaKLUK: IPOOJIeMH C AUIIAHETO, CHHKaBa KOXa, IPUIIAIbIIH,
IIPOMEHH B TeJIeCHAaTa TeMIIepaTypa, 3aTPyJHEHO XpaHeHe, IOBPbIIaHe, HUCKA KPhBHA 3aXap,
BIBPBCHHU WITH OTITyCHATH MYCKYJIU, )KHUBH pediIeKcH, TpernepeHe, HEpBHOCT, Pa3Ipa3HUTEHOCT,
JieTaprusi, HOCTOSHEH IU1a4, ChHIMBOCT U Oe3chHHe. AKo BameTo 6ebe Ma HAKOW OT Te3U CHMITTOMH,
MOJISI CBBpKETe ce ¢ Bamms nexap HezabaBHO.

VYBepere ce, ue Bamara akymepka u/uinm jgekap 3HadT, ye npuemare Brintellix. Koraro ce npuemar no
BpeMe Ha OpEeMEHHOCTTa, 0COOEHO Ipe3 MOoCIeTHUTE 3 Mecela, JeKapcTBara, mojgoonu Ha Brintellix,
MOrar a yBeJIu4aT PUCKa OT CEPHO3HO ChCTOSTHHUE Npu OebeTaTa, HapedeHO MepCUCTUpalIa
OenoapoOHa xurepronus npu HoBopoaeHoTo (ITBXH), npu koeto 6ebero auima yuecTeHo U
nocuHsiBa. Te3n CHMITOMH OOMKHOBEHO 3all04yBaT Mpe3 IbpBHUTE 24 Yaca ciiell pakaaHeTo Ha 6e0eTo.
Axo ToBa ce ciryun ¢ Bamrero 6e6e, TpsiOBa He3a0aBHO Aa ce CBBpikeTe ¢ Bamrara akymepka u/vmm
JeKap.

Axo npuemere Brintellix kbM kpast Ha OpEMEHHOCTTA, MOJKE Ja CHIIECTBYBA MIOBHIIECH PHCK OT TEXKO
BarMHAJIHO KbPBEHE CKOPO CIIe]] pakKIaHEeTO, 0COOCHO ako MMaTe aHaMHe3a 3a HapyIIeHHs Ha
KPBBOCHCHUPBaHETO. BammsT nekap wim akyuiepka TpsiOBa Aa 3HasT, ue npuemare Brintellix, 3a nga
morar aa Bu mocbBeTBar.

Kbpmene

Manko konudecTBo oT Brintellix npemuHaBa B Kbpmara, HO He ca HaOJII0AaBaHU BpeIHHU e(eKTH,
CBBP3aHU C JICKApCTBOTO, MPH KbpMaueTa. Brintellix He TpsOBa 1a ce u3moi3Ba 1Mo BpeMe Ha KbPMEHE.
Bammsr nekap mie B3eMe penieHre i J1a CripeTe KbpMEHETO, HiIH Jia cipeTe npuema Ha Brintellix,
KaTo B3eMe MpelBU/ N0JI3aTa OT KbPMEHETO 3a JISTETO U IoJ13aTa OT Tepanusara 3a Bac.

lodupane u paéora ¢ MAIIMHHA

Brintellix HAMa 1K IMa HE3HAYUTEITHO BIMSAHNE BBPXY CIOCOOHOCTTA 3a modupaHe u padboTta ¢
MaIluHA. BBIIpeKu ToBa, Thil KaTo ce cho0IaBaT HeXKEIaH! Peakiny KaTo 3aMaiiBaHe,ce MpernopbyuBa
MOBUIIICHO BHUMAaHUE M0 BpeMe Ha Te3H ASWHOCTH, KOraTo ce 3ano4He JieueHune cBrintellix wmu ce
MIPOMEHS 103aTa.

Brintellix cbabp:xa HaTpHii

ToBa nexapcTBO chABPKa Mo-Manko ot 1 mmol Hatpuii (23 mg) Ha TabneTKa, T.e. MOXKE J1a Ce Kaxe,
Ye MPaKTUIECKU HE ChIbpiKa HATPHHL.

3. Kak na npuemare Brintellix

Bunaru npuemaiite ToBa JIeKapCTBO TOYHO KakTo Bu e ka3an Bammst nekap nnm ¢papmanest. AKo He
CTE CUTYpPHHM B HELIO, nonuTaire Bamms nexap uinu papmanesr.
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[Ipenoppunrtennata no3a Brintellix e 10 mg BOpTHOKCETHH €THOKPATHO JHEBHO MPU BB3PACTHU MO/
65-ropumHa BB3pact. Jlozara moxe na Obae yBenndyena ot Bamms nekap Mmakcumym 110 20 mg
BOPTHOKCETHH Ha JICH WM HaMaJIeHa 10 MUHUMYM 5 Mg BOPTUOKCETHH Ha JICH, B 3aBUCUMOCT OT TOBa
KaK pearupare Ha JIC4YEHUETO.

3a XO0pa B CTapyeCKka Bb3pacT, Ha 65 rOAVWHHA WJIU ITO-BBb3PACTHU, HaYAJIHATA 4034 € 5 mg
BOPTHOKCETHH BCIHBX JHEBHO.

Ha4yun Ha npuiokeHue

Bzemere eqna TalJIeTKa C Jala BOJaA.
TabneTkara Moxke Aa C¢ npuema CbC Ui 0e3 XpaHa.

IIpoabIKNTETHOCT HA JeYEeHHEeTO
[Ipuemaiite Brintellix TonkoBa apnro, KoakotTo Bu e nmpenopruan Bammusr ekap.

[poxwsmxere na npuemate Brintellix, 7opu 1 Ja MUHE N3BECTHO BpeMe NpeAH /1a TIOUyBCTBATE
1o00peHHe B ChbCTOSHUETO CH.

JleuenneTo TpsiOBa J1a MPOJIBIDKU TIOHE 6 Mecenia clie]l KaTo OTHOBO Ce IMOYyBCTBaTe A00pe.

AKoO cTe npueJiu noBeve oT HeodOxoaumarta a03a Brintellix

AKo cTe mpuenu noseue ot npeanucanata Bu mosza Brintellix, cBbpikere ce He3abaBHO ¢ Bamms nekap
WY Hali-OJIM3KUS LIEHTHP 3a CIIelIHa MeTUIMHCKa ToMoIl. B3emere ¢ Bac onakoBkara u ocTaHamure
tabeTkn. HanpaBere ToBa, 10pH ako HAMaTe NpU3HAIM Ha AuckoMdoprt. [Ipu3Hamure Ha
npeao3upaHe ca 3aMasiHOCT, TaJieHe, IHapusl, CTOMaIleH JUCKOM(POPT, ChpOex MO ISUIOTO TAIIO,

CHbHJIMBOCT U 3a4CPBSABAHC.

Cren npueM Ha 703U, HEKOJKOKPAaTHO I10-BUCOKU OT IIPEAIIUCAHATA 71033, € ChbOOIIEHO 3a IPUCTBIIU
(rppuOBe) U PAIKO CHCTOSHUE, HAPEUEHO CEPOTOHUHOB CHHAPOM.

AKo cTe mponycHau aa npuemerte Brintellix

HpI/IeMeTe cjcaBamiara J03a B 00HYaitHOTO BpEME. He B3emaiite HBOﬁHa [03a, 3a 1a KOMIICHCHUPATC
npomycHaraTta go3a.

AKo cTe cipesiu nmpuemMa Ha Brintellix
He crnimpaiite mpuema Ha Brintellix 6e3 ga cre ro o6cpammu ¢ Bamus nekap.

Bammsar JICKAap MOKC [a peIlr aa HaMaJIh 03aTa BI/I, npea OKOHYATCIIHO [a CIIPETE IpreMa Ha TOBa
JICKapCTBO.

Hsixon naumenTH, KouTo civpar npueMa Ha Brintellix, U3MUTBAaT CUMIITOMHU KaTo 3aMasiHOCT,
rJ1aBo0OJIMe, U3TPBIIBAHE KATO ,,001IKaHEe C UITIMYKU UJIM yCcellaHe, oJ00HO Ha TOKOB yaap (0co0eHo
B TJIaBaTa), HEBB3MOXKHOCT 32 3aCIUBaHe, TaJeHe WK MMOBPBIIaHe, 9yBCTBO HA TPEBOXKHOCT,
pa3apasHUTENHOCT WM Bb30Y/a,, yCellane 3a yMopa WM TpenepeHe. Te3n CHMITOMH MOXe Aa
BB3HUKHAT B pAaMKHTE Ha IIbpBaTa CeIMHILA ClIe/ CIupaHe Ha npuema Ha Brintellix.

AKO MaTe HIKaKBH JIOMIBIIHUTEIHN BBIIPOCH, CBBP3aHHU C YIOTpebaTa Ha TOBA JIEKapCTBO, MOMUTANTE
Bamms nexap nnu ¢apmanenT.

103



4. Bb3MoKHN HeKeTaHU PeaKIuu

Kakro Bcuukmu JICKapCTBaA, TOBA JICKAPCTBO MOXE Jia IIPCAU3BHUKA HEXKECIIaHN pCaKINU, BBIIPEKU Y€ HE
BCCKHU I' ITIOJTy4aBa.

Karo 1I4J10, Ha6J'IIOILaBaHI/ITe HCXKCJIAaHU PCAKIUU Ca JICKU 10 YMCPCHHU U CC MPOSABABAT B PAMKUTC Ha
IIBbPBUTC ABEC CEAMUILUN OT JICUCHUETO. OOUKHOBEHO PCAKIUUTE Ca BPEMCHHU U HE BOOAT 10
IMPEKBCBAHEC HaA JICYHCHUCTO.

Hexenanute peaknun, H30pOCHH MO-I0TY, Ca ChOOIIAaBaHM ChC CICIHUTE YSCTOTH.

MHoro uectH: Morar Ja 3acerHat noseue oT 1 Ha 10 yoBeka
- rajgeHe

YecTu: morar ga 3acersat 10 1 Ha 10 goBeka
- auMapws, 3areK, MOBphIaHe
- BHEHE Ha CBST
- CHpOEK MO ISUIOTO TSIIO
- IAaTOJIOTMYHH CHHUILA
- YBEJIMYCHO M3IMOTSIBaHE
- JIOWIO XpaHOCMUJIAHE

He gectn: morat ga 3acernar o 1 #a 100 goBeka
- 3adepBsBaHE
- HOIIHO IIOTEHE
- 3aMBIJICHO 3pCHHE
- HEBOJIEBO TpemepeHe (TpeMop)
- XaTIOIUHAINY (BIDK/IaHe, YyBaHE WJIHM yCelllaHe Ha Hellla, KOUTO He ChIeCTBYBAT)

Penxu: moxe nma 3acernat o 1 ma 1 000 yoBeka
- pa3IMpeHn 3eHAIN (MHUIpHa3a), KOETO MOXKE Jla YBEIMYH PUCKA OT TJIaykoMma (BXK. TOYKa 2)

HewusBecTHa: OT HAIMYHUTE JaHHU HE MOXKe J1a O'b/ie HalpaBeHa OL[CHKa 3a YecToTara

- HHUCKM HHWBa Ha HaTPUil B KpbBTa (CHMITOMHUTE MOTAT Ja BKIIIOYBAT yCellaHe Ha 3aMastHOCT,
c1abocT, 00BPKAHOCT, CHHIMBOCT HITH CHIIHA YMOPA, TaJICHE WJIH IOBPBIIAHE; I0-CEPUO3HH
CHUMIITOMH ca IpUMallsiBaHe, MPUMaIby WIA HaJaHus)

- CEpOTOHWHOB CHHAPOM (BHXK TOYKA 2)

- aJepTUYHH PEeaKIiy, KOUTO MOTaT Ja ObJaT CepHO3HH U JAa MPUYUHAT ITOTyBaHe Ha JIAIIETO,
YCTHUTE, €3UKa WU T'BPIOTO, 3aTPYAHECHO JAUIIAHE WK MPETbIIaHe U/UIH BHE3AITHO ClIajaHe
Ha KPBBHOTO HaJIsraHe (MpeIu3BUKBAIIO YCelaHe Ha 3aMastHOCT WIIM CBETOBBPTEXK)

- Yprukapus (cbpOsII, HATUTHAT OOPUB)

- TIPEKOMEPHO WJIM HEOOSCHIUMO KbpPBEHE (BKIIOUHTEIHO 00pa3yBaHe HA CHHHHU, KbPBEHE OT
HOCA, CTOMAIITHO-YPEBHO U BarHAJIHO KbPBEHE)

- obOpuB

- HapylIIeHHUS Ha ChHS (MHCOMHHSA)

- @KUTHPAHOCT M arpecus. AKO IOJIyYUTe HIKOS OT Te3H HEXKEJIAaHH PEaKLUH, CBBPIKETE Ce C
Bamus nekap (Bxk. Touka 2).

- tmaBoboinme

- YBeJIMYCHHUE HA KOJMYECTBOTO HA XOPMOH, HApe4eH MPOJIaKTHH, B KPBBTA

- HEeNpeoxoJMMa HyXJa OT MOCTOSTHHO ABHKEHUE (aKaTH3HsI)

- CKBbpIIaHe CbC 350M (OPYKCH3BM)

- HEBB3MOXKHOCT 32 OTBapsSHE HA ycTaTa (3aKII0UCHA YEITIOCT/TPU3MYC)

- CHHAPOM Ha HECIIOKOWHHTE Kpaka (Hempeoj0JrMa HyK/a OT JABIKCHHUE Ha KpaKara, 3a Ja CIpaT
0O0JIe3HEHH WM CTPaHHU YCEIaHusl, Y4eCTO Bh3HUKBAILA IPE3 HOILITA)

- HeoOWYalHO OTHENsIHE HA KbpMa (TanakTopes)
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HabnronaBa ce MOBUINICH PUCK OT CUYIBAHE HA KOCTUTE TP MAI[CHTH MTPUEMAIX TO3H BUJI
JIeKapCTBa.

Mma C’BO6IJ_IGHI/I$I 3a NIOBUIIICH PUCK OT HAPYUICHUEC HA CEKCYyaJlHaTa (l)yHKL[I/IH IIpyu NPUII0KCHUCTO HaA
J03a 20 mg/z[eH, a [IpY HAKOU MAalIMCHTH Ta3W HCXKCJIaHa PCaKIus € Ha6J'II-O,[[aBaHa IIpU MMO-HUCKU JO3U.

JlonbJIHUTETHA HeKeJIaHH PeaKnnu MPH Aela U IOHOIIH

Hexxenanute peakuuu, HaONM0JaBaHU NP MIPUIIOKEHUE HA BOPTUOKCETHH NPH JIela U IOHOIIH ca
CXOJJHH C TC3H, HaGJIIOIIaBaHI/I IIpyu BB3paCTHU, C U3KIIFOUCHUE Ha CT>6I/ITI/I$I, CBBpP3aHHU C 0onKka B
KopeMa, KOUTO ca HabJIoJaBaH! M0-9€CTO, OTKOIKOTO MPH BB3PACTHHU, U MUCIIH 332 CaMOyOHICTBO,
KOUTO ca HaOJII0/JaBaHM MTO-YECTO NPHU IOHOIIHN, OTKOIKOTO PH BB3PACcTHH.

Cpo011aBaHe HA He)KeJIAHU PeaKIuu

AKO MoNTyynTe HIKaKBHM HEXKEIaHH JICKAPCTBEHU pEakIiuy, yBeaoMere Bamust nekap uin hapMarieBr.
ToBa BKIIFOUBa BCUYKH BE3MOKHUHEOIMCAHH B Ta3H JMCTOBKA HEXKETAHH peakiuu. MoxeTe ChIIo Ja
CHOOIINTE HEXEIAaH! Peakllny IUPEKTHO Ype3 HalMOHATHATA CHCTEMA 3a ChOOIIaBaHe, IIOCOYeHa B
[punoxxenue V. Kato cho0OI1aBare He)KEIaHN PeaKIMU, MOXKETE Ja JaJeTe CBOS IPUHOC 3a
NoJy4aBaHe Ha MoBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Brintellix

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

He u3non3Baiite TOBa JICKAPCTBO CJIE]] CPOKA HA TOJHOCT, OTOENSI3aH BhPXY KapTOHEHATA OMTAaKOBKA
cnen ,,l'onen 10:%“. CpokbT Ha TOJHOCT OTrOBaps Ha MOCJIEIHUS AEH OT MOCOYEHUS MECell.

ToBa jexapcTBOHE N3MCKBA CIIELUAIHU YCIOBHUS 32 CbXpaHEHHE.

He u3xBbpisiiTe 1exapcTBaTa B KaHAIM3ALUATA WM B KOHTEHHepa 3a JOMAIIHU OTIIaIbLIH.

[NonuTaiite Bamus hapManeBT Kak Aa U3XBBPIATE JIEKapcTBaTa, KOUTO Bede He u3noi3Bare. Tesn

MEPKH III¢ CIIOMOTHAT 3a OIla3BaHe Ha OKOJIHATA Cpelia.

6. Chabp:kaHue Ha OTAKOBKATA M JONMBJIHUTETHA HHpOpManms

Kaxkgo cbabp:ka Brintellix

- AKTHBHOTO BEILIECTBO € BOPTHOKCETHH. Besika ¢pupmupana tabiaeTka cbhabpika BOPTUOKCETHH
(kaTo XuIPOOPOMUL).

- Hpyrure cberaBku ca manuTod (E421), MEKpOKpHUCTaIHA LETyI03a, XUAPOKCHUIIPOTIHI
LeNyJI03a, HATPHUEB HUIIECTEH TIIMKOJAT (TUI A), MarHe3ueB cTeapar, XUIpOMEno3a, MaKporoJ
400, TuranoB quokcun (E171), xwar xene3en okcun (E172),uepBen xeneszen okeun (E172)

Kak u3rae:xkna Brintellix u kakBo cbabp:ka onaKoBKaTa

OpamxkeBa ¢punMmupana tadiietka (Tadierka) ¢ hopma Ha 6bagem 5 x 8,4 mm, rpaBupana ¢ ,,TL” ot
eIHaTa cTpaHa u ,,15” oT Apyrara cTpaHa.

Brintellix ¢upmupanu tabnetku 15 mg ce npeanarar B 6muctepu o 14, 28 ,56x1, 98x1, 490
(5x(98x1)) u B Tabnernn kouTeiHepu oT 100 u 200 TabreTky.
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OmnakoBku oT 56 x 1, 98 x 1 1 490 punmupanu TabneTkyu ce npeajarat B OJUCTEpU C EANHUYHH JO3H.

He Bcuuku BHIOBE OMTAKOBKH MOTAT Jla ObJIAaT IyCHATH B TIPOIaxoa.

IpuTeskaTes Ha pa3pelIeHHETO 32 YNOTPe6a W MPOU3BOAUTE

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

3a AOMBIHUTETHA HHPOPMAIUS OTHOCHO TOBA JIEKAPCTBO,MOJISI, CBBPIKETE C€ C JIOKATHHUS
NpeICTAaBUTEN Ha MIPUTEKATEIS Ha pa3pelieHUEeTo 3a yrnoTpeoa:

Belgié/Belgique/Belgien
Lundbeck S.A./N.V.
Tél/Tel: +32 2 535 7979

Bbbarapus
Swixx Biopharma EOOD
Ten.: +359 (0)2 4942 480

Ceska republika
Swixx Biopharma s.r.o.
Tel: +420 242 434 222

Danmark
Lundbeck Pharma A/S
TIf: +45 4371 4270

Deutschland
Lundbeck GmbH
Tel: +49 40 23649 0

Eesti
Swixx Biopharma OU
Tel: +372 640 1030

EAlLada
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Espaiia
Lundbeck Espafia S.A.
Tel: +34 93 494 9620

France
Lundbeck SAS
Tél: +33 179412900
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Lietuva
Swixx Biopharma UAB
Tel: +370 5 236 91 40

Luxembourg/Luxemburg
Lundbeck S.A.
Tél: +32 2 535 7979

Magyarorszag
Swixx Biopharma Kft.
Tel.: +36 1 9206 570

Malta
H. Lundbeck A/S
Tel: +45 36301311

Nederland
Lundbeck B.V.
Tel: +31 20 697 1901

Norge
H. Lundbeck AS
TIf: +47 91 300 800

Osterreich
Lundbeck Austria GmbH
Tel: +43 1 253 621 6033

Polska
Swixx Biopharma Sp. z 0.0.
Tel.: +48 22 4600 720

Portugal

Lundbeck Portugal - Produtos Farmacéuticos,
Unipessoal Lda

Tel: +351 21 00 45 900



Hrvatska
Swixx Biopharma d.o.o.
Tel: +385 1 2078 500

Ireland
Lundbeck (Ireland) Limited
Tel: +353 1 468 9800

Island
Vistor hf.
Tel: +354 535 7000

Italia
Lundbeck Italia S.p.A.
Tel: +39 02 677 4171

Kvnpog
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Latvija
Swixx Biopharma SIA
Tel: +371 6 616 47 50

Roménia
Swixx Biopharma S.R.L
Tel: +40 37 1530 850

Slovenija
Swixx Biopharma d.o.o.
Tel: +386 1 2355 100

Slovenska republika
Swixx Biopharma s.r.0.
Tel: +421 2 20833 600

Suomi/Finland
Oy H. Lundbeck Ab
Puh/Tel: +358 2 276 5000

Sverige
H. Lundbeck AB
Tel: +46 040-699 8200

JaTa Ha nociaeaHo npepasriexaade Ha gucrtoBkara {MM /I'TTT?}
JApyru u3touHuiu Ha uHopmMauus

IMoapoOHa uHbopMalus 3a TOBA JIEKAPCTBO € MPeIocTaBeHa Ha yeOcaiita Ha EBporieiickara areHIus
10 JIeKapcTBara http://www.ema.europa.eu.
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JIucroBka: uH(popManyd 32 NalHeHTa

Brintellix 20 mg ¢punamupanu TaéaeTKn
BOPTHOKCETHH (vortioxetine)

IIpoyereTe BHMMATEJIHO LSJIATA JUCTOBKA, IPEeIH 1A 3all0YHeTe 1a prUeMaTe TOBa JIEKapCTBO,
Thil KaTo TS ChbABbPA BaxkHa 3a Bac undopmanus.

- 3armazere Ta3u JIMCTOBKAa. MOKe /1a Ce HAJIOKH J1a 5 POYETeTe OTHOBO.

- AKO MMaTe HIKaKBH JOITBIHUTENHN BBIPOCH, TIonMTaiiTe Bamms nekap nin papmaresr.

- ToBa nekapcTBo € npennucaHo JuyHo Ha Bac. He ro nmpeorcTbnBaiite Ha ipyru xopa. To Moxe
Jla UM HaBpeIly, HE3aBHCHMO Y€ TIPU3HAIUTE Ha TAXHOTO 3a00JIsIBaHE ca ChIUTE KaTo BamuTe.

- AKO Toy4nTe HIKAKBH HE)XXEJIAaHW JIEKapCTBEHHU peakly, yBeaoMeTe Bamus ekap wiu
(bapMaueBT.TOBa BKJIFOYBA U BCUYKH Bb3MOXHHWHCKCIIAaHN PCAKIINHN, HCOIIMCAHU B Ta3n
nucToBKa. Bukre Touka 4.

Kakgo CbABbpPiKa Ta3u JIMCTOBKA

Kakgso mpencrasnsBa Brintellix u 3a kakBo ce u3mnon3Ba
KaxBo TpsiOBa ma 3Haere, npeau aa npuemete Brintellix
Kax ga mpuemarte Brintellix

BBb3MOKHH HEXENAHU PEaKLUU

Kax ma cexpansBate Brintellix

ChbapprkaHue Ha ONAKOBKAaTa U AOMBJIHUTEIHA HH)OpMALIKS

AN

1. Kaxkso npeacrapiasaBa Brintellix u 3a kakBo ce u3noJsizBa

Brintellix cbabpka akTHBHOTO BELIECTBO BOPTHOKCETHH. T0 MPUHAIUIEKH KbM IpyIIa JIEKapcTBa,
Hape4YeH! aHTHICTIPECAHTH.

Brintellix ce u3non3sa 3a jieueHue HA TOJIEMU ICTPECUBHU SIH30/U TPU BH3PACTHHU.
Brintellix HamansBa mupoxa rama OT IEMPECHBHU CUMIITOMH, BKIIFOYUTEITHO ThI'a, BBTPEIIHO
HarpeXeHue (4yBCTBO Ha TPEBOXKHOCT), HAPYIIICHUS HA ChHsI (HaMaJsiBaHE Ha CHHS), HAMAaJIeH alleTHT,
TPYJHO KOHIICHTPHPaHEe, YyBCTBO 3a OE3IMONIE3HOCT, 3ary0a Ha HHTEpPEeC KbM JIFOOMMHU 3aHUMAaHHS,
YyBCTBO Ha 3a0aBEHOCT.
2. Kaxkso TpsoBa 1a 3Haete, npeau 1a npuemerte Brintellix
He npuemaiite Brintellix
- aKo CTe alepTUYHU KbM BOPTHOKCETHH HJIM KbM HSKOS OT OCTAaHAIUTE ChCTaBKH HA TOBA
JieKapcTBO (M30pOeHH B TOUKA 6).
- aKko mpuemare JAPYTH JIEKapCTBa 3a JCNPECHs, U3BECTHU KAaTO HECEIIEKTUBHU MHXUOUTOPHU Ha
MOHOAMHUHOOKCH/1a3aTa i cenekTuBHH MAQO-A naxuburopu. [locsBeTBaiite ce ¢ Bammms
JieKap, ako HE CTE€ CUTYPHH.
IpenynpesxkaeHus U Mpeana3sHu MEPKH

T'oBopete ¢ Bamms nekap ninn dapmanesT, npeau na npuemere Brintellix, ako:

- npueMare JISKapCTBa ¢ Taka HApEUCHHsI CEPOTOHMHEPTHYCH e(EeKT, TAKMBA KATO:
- TpaMaJoJ ¥ TIOJI00HU JIeKapCcTBa (CHITHOM OOJIKOYCITOKOYSIBAIIION )
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- CYMaTpHIITaH ¥ MOJI00HU JICKAPCTBA C aKTUBHO BEIIECTBO 3aBLPIIBAIIO Ha ,,TPUIITAH"
(M3MONI3BaHU MPH JICUYCHUE HA MUTPEHA)

[IpuembT Ha Te3W JeKapcTBa AHOBPpEMEHHO ¢ Brintellix Moxe na yBenudu pucka ot
CEpOTOHMHOB CHHIAPOM. TO3M CHHAPOM MOXKe J1a Ob/ie CBBbP3aH C XaNIOLUOHAIIMH, HEBOJICBH
MOTPENBaHUS, YCKOPEHA ChpJICUHA JICHHOCT, BACOKO KPHBHO HAaJIsTaHe, TPECKa, raJicHe U TUapusl.

- CTe UMaJI MPUIaAbLH (THPUOBE)
Bammsar nexap me Bu gexyBa BHUMaTeNHO, aKO UMaTe aHaMHe3a 3a MPUNaAbLHU WIH UMaTe
HecTabuiHa enwiiencus. [lpunanpunTe ca MOTEHIMANICH PUCK IPH JIKapCTBATa, U3MOJI3BaHH 3a
neuyeHue Ha aenpecus. JledeHneTo Tps0OBa f1a ce NIPeKpaTH MPHU BCEKHU MALEHT, Oy IHII
MIPUIAIbK, UM YBEIUYaBaHe Ha YeCTOTaTa Ha IPUIIAIbLIUTE.

- cTe MMaJld MaHUs

- HMMaTe CKIOHHOCT KbM KbPBEHE HJIH JIECHO 00pa3yBaHe Ha CHHUHU HMJIM aKO CTe OpeMeHHa (BUKTE
,»,DPEMEHHOCT, KbpMeHe 1 (hepTUINTeT )

- MMAaTe HUCKO HMBO Ha HATPUH B KPBBTA

- CTe Ha 65 roJIMHU WIH MO-Bb3PACTHU

- HWMaTe TeXKo 0bOpedHo 3abomsBaHe

- MMAaTe TeXKO YepHOApOOHO 3a00Is1BaHE WK YEPHOIPOOHO 3a00IsIBaHe, HAPEUEHO LIUPO3a.

- HMMAaTe WIU IPeIyu CTe UMM MIOBUILEHO HAJsraHe B OKOTO MJIM IVlayKoMa. AKO 3allOYHETe 1a
M3MMTBaTe 0OJIKAa B OYMTE WIIHM 3peHUETO BU ce 3aMbIiM IO BpeMe Ha JISYEHHETO, CBBPIKETE Ce C
Bamms nekap.

Koraro cre Ha nedenue ¢ aHTHACTIPECAHTH, BKIIOYUTETHO BOPTHOKCETHH, MOXE J1a H3MUTATE TyBCTBO
Ha arpecusi, aXUTUPAHOCT, THSB U pa3pa3HUTEIHOCT. AKO TOBA ce CIy4H, TpsiOBa 1a TOBOPUTE C
Bamus nekap.

Mucan 3a CaMoyﬁﬂﬁCTBO H BJIomIaBaHe Ha Bamara aenpecust

AKO UMare AenpecHst W/WiIN TPEBOXKHO Pa3CTPOUCTBO MOHIKOTA MOXKE J]a IMaTe MICITH 3a
caMOHapaHsBaHE WIN caMOyOHHCTBO. Te3u MHUCIIM MOTAT Jla C€ 3aCHIIAT, KOTaTo 3a IEPBU BT IPHUEMATE
AHTHJISNIPECAHTH, Thil KATO MPU BCHYKU TE3U JIEKAPCTBA € HEOOXOIUMO BpeMe, 3a Jia 3all0YHAT Ja
JIeHCTBAaT — OOMKHOBEHO OKOJIO JIBE CEIMHUIIH, HO ITOHSIKOTA ¥ MO-IBJITO.

BeposTHOCTTA 1Ja MUCIHTE 10 TO3U HAYKUH MOKE Ja € MO-TOoJIsIMa aKo:
- Y TIPEJIM CTE MMAJTU MUCJIH 32 CaMOYOUIICTBO WU CaMOHapaHsIBaHe.
- cTe MJIa]l YOBEK.

JlaHHU OT KJIMHUYHYU NPOYYBAHUS IOKA3BAT NOBUILEH PUCK OT MOBEJICHUE, CBBP3aHO ChC
caMOyOHUHCTBO, PX MJIAX X0pa MO 25 TOAUHY C IICUXUIHY 3a00JIIBaHUs, KOUTO Ca JICKyBaHU C
AHTHJICTIPECAHT.

Axo y Bac ce mosiBST MUCIIH 32 caMOHapaHsIBaHEe WM CaMOyOHICTBO TI0 KOETO U J1a € BpeME, CBhPIKETE
ce ¢ Bammms nekap i HezabaBHO oTHAETE B OosHKIIA. MOKe Ja MpeleHuTe, e € TOJIe3HO Aa
CIOJICNIUTE C POJHUHA WIIH OJIN3BK MPHUSTEN, Ye UMAaTe ICMPECHs WA TPEBOKHO Pa3CTPONCTBO U J1a TH
MIOMOJIMTE JIa MPOYETAT Ta3u JUCTOBKA. MoxkeTe ja ru noMoiute Aa Bu kaxart, ako Muciar, ye Bamiara
JICTIPECHST WJTH TPEBOKHOCT CE BJIOIIABAT MJIM Ca 00E3IMOKOCHH OT IIPOMEHU B MOBEICHHUETO By,

Jlenia ¥ OHOIIIH
Brintellix He Tps0Ba 1a ce U3N0I3Ba MIPH NeTUATPUYHH NAMEHTH (Ha Bb3pacT noj 18 roauHu), Thit

KaTo euKacHOCTTa He € JjoKa3aHa. be3omacHocTTa Ha Brintellix nmpu nena u roHOIIM Ha BB3pacT 7 10
17 roguHM € omnrcana B TOYKa 4.
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Jpyru nexapcrBa u Brintellix

HNudopmupaiite Bammst nekap wim papmareBT, ako IIpreMare,HacKopo CTe MIPUEMAaTH UITH €
BB3MOXKHO J1a TIPHEMETE IPYTH JICKapCTBa.

Kaxxere na Bamms JICKAp aKo MpueMaTe HAKOC OT CJICAHUTC JICKApCTBa:

- (heHEN3HH, UTIPOHHUA3H]T, H30KAPOOKCa3H]l, HUAJTaMHU]l, TPAHIIITUIIPOMHUH (JIEKapCTBa 3a JICUCHUS

Ha JIerpecysi, Hape4YeH! HeCeJIeKTUBHI HHXHONTOPH Ha MOHOAMHHOOKCH/1a3aTa); He TpsOBa J1a
pueMaTe HIKOE OT Te3H JIeKapcTBa 3aeaHo ¢ Brintellix.
AKO cTe TIpreMalid HAKOE OT TE3H JIEKapCTBa Iie TpsAOBa na u3dakare 14 qau npeau na
3arouHete na npuemare Brintellix. Cnen cnupanero Ha BrintellixtpsioBa na munat 14 nau
TIpeIH JIa IPUEMETE HAKOE OT TE3H JIEKapCTBa.

MOKII0OeMH]] (JIEKapCTBO 3a JICUCHUE Ha JICTIPECHS)

CEJICTHJINH, pa3arwivH (JIekapcTBa 3a JieueHue Ha Oonectra Ha [lapkuHCOH)

TUHE30JU 1 (JIEKApCTBO 32 JIeueHHe Ha OaKTepraTHi HH(EKIIHN)

JIEKapCTBEHHU MPOIYKTH ChC CEPOTOHUHEPTHYCH eeKT, HAIp. TpamMaaoi U IMOA00HH JIeKapCcTBa
(cuHM OOJIKOYCITOKOSIBAIIM) Y CYMAaTPHIITAH M MOIOOHU JIEKAPCTBA C UMEHA HA aKTUBHOTO
BEIIECTBO, 3aBbPIIBAIIY Ha ,,TPUIITAaHN (M3IIOJI3BAHHU 34 JIeueHHe Ha MUTrpeHa). [IpuemMbT Ha
TE3H JIeKapCcTBa eTHOBPEMEHHO ¢ Brintellix Moke 1a yBeIMdH prUcKa OT CEpOTOHUHOB CHHAPOM
(BmxTe TOUKA ,,IIpemynpexneHus u npeana3Hu MepKu')

JuTHA (JISKAPCTBO 3a JICUCHHUE HA JICTIPECHS U TICUXUYHU PAa3CTPOUCTBA) UM TPUNTO(aH.

JIEKapCTBa, 32 KOUTO C€ 3Hae, Ye TIOHMKAaBaT HUBOTO HA HATPHMA

pUQaMIUIKH (JEKapCTBO 32 JICUSHNE Ha TyOEepKyJI03a U JPyTrd HHPEKIIH)

KapOaMasenuH, peHUTONH (JICKapCTBa 3a JICYCHUE Ha SITUJICTICUS WU IPYTH 3a00JIsIBaHuU )

BapdapvH, TMIUPUIAMOI, (HEHITPOKYMOH, HIKOW aHTHIICUXOTHUIIH, (PEHOTUAZUHU, TPUILIMKINIHH

AHTUACTIPECAHTH, HUCKU JO3H alleTHICAIHIIIIOBA KHCETNHA M HECTEPOUTHH

MPOTUBOBB3MAIUTEIHU CPEICTBA (pa3pekaaly KpbBTa JICKapCTBa U JICKapCTBa, U3MOI3BaHU 3a

oOyekdaBaHe Ha 0oika). Moke /1a yBeIu4aT CKIOHHOCTTa KbM KbPBEHE.

JlexapcTBa, KOUTO yBEIMYABAT PUCKA OT MPUIATBIIN:

CyMaTpHIITaH U TOAOOHH JISKapCTBa ¢ IMEHA HA aKTHBHOTO BEIIECTBO, 3aBbPIIBAIIN HA
»TPUITaHU"
TpamMaaoi (CHIHO OOJIKOYCITOKOSBAIIIO)
Me(hIoKkHH (JIEKapCTBO 3a MPOGUIAKTHKA U JICUCHUE HA MaJlapusi)
OyHIpOIHMOH (JIEKapCTBO 3a JICUCHNUE Ha ACTIPECHs U ChIIO 32 OTKAa3BaHE OT TIOTIOHOIYIICHE).
(IryoKCceTHH, MapOKCETHH U IPYTH JEKapCTBa 3a JCUCHUE Ha ACNpeCs, HapHIaHu
CUOIIC/CHPU, TpUIHUKINYHA aHTHIETIPECAHTH
KBAT KaHTapuoH (Hipericum perforatum) (JeKapcTBO 3a JICUCHHUE HA ACTIPECHs])
XMHUIVH (JIEKapCTBO 3a JIeYeHHEe Ha HapyIIeH ChPJCYCH PUTHM)
XJIOPIIPOMA3WH, XJIOPIPOTHUKCEH, XAIOTIEPH 0N (JIeKapCTBa 3a JICUCHUE Ha TICHXUIHU
pa3cTpoiicTBa 1

NpUHAUIeKAIN KbM IPyIH, HApu4aHu (GeHOTHA3WHH, THOKCAHTEHH, OyTHPO(DEHOHH).

Moust, yBenomere Bamms ekap, ako npueMare HSKOE OT JIieKapcTaTa M30pOeHH MO-rope, Thil KaTto
Bammsit nexap TpsioBa 1a 3Hae, ako Beue CTE U3JIOKEHU HA PUCK OT MPHIIAIBLIH.

AKoO mpaBHWTE YpHHEH TECT 32 HapKOTHYHHU BEIECTBa, MpHeMbT Ha Brintellix mMoxe na noseae 1o

TMOJIOXKUTCIIHN PE3YJITATU 3a METAJOH IMPU M3MOJI3BAHETO HAa HAKOU METOJAU 3a TECTBAHC, NOPU Ia HE

npueMarec MCTaJi0H. Axo ToBa ce CJIy41H, MOKE 1a Bu 6’5,[[6 HarmpaBCH HO-CHGI_II/I(I)I/I‘IeH TECT.

Brintellix ¢ ankoxo.

HpI/IeMaHCTO Ha aJIKOXOJI ITO BpEME Ha JICHECHUEC C TOBA JICKAPCTBO HE CC IMPEIIOPHYBA.
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BpeMeHHOCT, KbpMeEHe U (DEPTHIINTET

AKo cTe OpeMeHHA WIH KBPMHTE, CMATATE, 9¢ MOXKE J1a CTe OpeMeHHa WIH IIaHupaTe OpeMEHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap wim gpapmaneBT npeau ynorpedaTta Ha TOBa JIEKapCTBO.

BpeMenHocT

Brintellix He Tps0Ba 1a ce mpuema 1o BpeMe Ha OpPEeMEHHOCT, OCBEH aKo JIEKapsAT HE MPeLeHH, e €
a0COJIFOTHO HEOOXOIUMO.

AKo mprieMare JieKapcTBa 3a JICUCHHE Ha JeTpecus, BKItounTeHo Brintellix npe3 nocneanute 3
Mecela oT OpeMEeHHOCTTa, He0OXOIMMO € /1a 3HaeTe, Ye Npy BameTo HOBOPOJEHO MOXKe Ja ce
HaOJII0/1aBaT CICAHNTE HEXKEIaHU PeaKklMu: IPo0JIeMH C IUIIAHETO, CHHKAaBa KOXKa, IPUIIAIbIIH,
NPOMEHH B TEJIECHATA TEMIIeparypa, 3aTpyAHEHO XpaHeHe, IOBphIIaHe, HICKAa KPbBHA 3axap,
BIBPBEHHU WIIH OTITyCHATH MYCKYJIU, )KHBH pediIeKcH, TpernepeHe, HepBHOCT, pa3ipa3HUTETHOCT,
JieTaprusi, HOCTOSHEH IU1a4, ChHIMBOCT U Oe3chHMEe. AKo Bamero 6ebe MMa HIKOW OT T€3U CUMIITOMH,
MOJIsI CBBPKETE ce ¢ Bamms jgexap He3a0aBHO.

VYBepere ce, ue Bamara akymepka u/uinm jgekap 3HadT, ye npuemare Brintellix. Koraro ce npuemar no
BpeMe Ha OpEeMEHHOCTTa, 0COOEHO Ipe3 MOoCIeTHUTE 3 Mecela, JeKapcTBara, mojgoonu Ha Brintellix,
MOrar a yBeJIu4aT PUCKa OT CEPHO3HO ChCTOSTHHUE Npu OebeTaTa, HapedeHO MepCUCTUpalIa
OenoapoOHa xurepronus npu HoBopoaeHoTo (ITBXH), npu koeto 6ebero auima yuecTeHo U
nocuHsiBa. Te3n CHMITOMH OOMKHOBEHO 3all04yBaT Mpe3 IbpBHUTE 24 Yaca ciiell pakaaHeTo Ha 6e0eTo.
Axo ToBa ce ciryun ¢ Bamrero 6e6e, TpsiOBa He3a0aBHO Aa ce CBBpikeTe ¢ Bamrara akymepka u/vmm
JeKap.

Axo npuemere Brintellix kbM kpast Ha OpEMEHHOCTTA, MOJKE Ja CHIIECTBYBA MIOBHIIECH PHCK OT TEXKO
BarMHAJIHO KbPBEHE CKOPO CIIe]] pakKIaHEeTO, 0COOCHO ako MMaTe aHaMHe3a 3a HapyIIeHHs Ha
KPBBOCHCHUPBaHETO. BammsT nekap wim akyuiepka TpsiOBa Aa 3HasT, ue npuemare Brintellix, 3a nga
morar aa Bu mocbBeTBar.

Kbpmene

Manko konudecTBo oT Brintellix npemuHaBa B Kbpmara, HO He ca HaOJII0AaBaHU BpeIHHU e(eKTH,
CBBP3aHU C JICKApCTBOTO, MPH KbpMaueTa. Brintellix He TpsOBa 1a ce u3moi3Ba 1Mo BpeMe Ha KbPMEHE.
Bammsr nekap mie B3eMe penieHre i J1a CripeTe KbpMEHETO, HiIH Jia cipeTe npuema Ha Brintellix,
KaTo B3eMe MpelBU/ N0JI3aTa OT KbPMEHETO 3a JISTETO U IoJ13aTa OT Tepanusara 3a Bac.

lodupane u paéora ¢ MAIIMHHA

Brintellix HAMa 1K IMa HE3HAYUTEITHO BIMSAHNE BBPXY CIOCOOHOCTTA 3a modupaHe u padboTta ¢
MaIluHA. BBIIpeKu ToBa, Thil KaTo ce cho0IaBaT HeXKEIaH! Peakiny KaTo 3aMaiiBaHe,ce MpernopbyuBa
MOBUIIICHO BHUMAaHUE M0 BpeMe Ha Te3H ASWHOCTH, KOraTo ce 3ano4He JieueHune cBrintellix wmu ce
MIPOMEHS 103aTa.

Brintellix cbabp:xa HaTpHii

ToBa nexapcTBO chABPKa Mo-Manko ot 1 mmol Hatpuii (23 mg) Ha TabneTKa, T.e. MOXKE J1a Ce Kaxe,
Ye MPaKTUIECKU HE ChIbpiKa HATPHHL.

3. Kak n1a npuemarte Brintellix

Bunaru npuemaiite ToBa JIeKapCTBO TOYHO KakTo Bu e ka3an Bammst nekap nnm ¢papmaneBt. AKo He
CTE CUTYPHHM B HElIO, nonuTaire Bamms nexap ninu papmanesr.
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[Ipenoppunrtennata no3a Brintellix e 10 mg BOpTHOKCETHH €THOKPATHO JHEBHO MPU BB3PACTHU MO/
65-ropumHa BB3pact. Jlozara moxe na Obae yBenndyena ot Bamms nekap Mmakcumym 110 20 mg
BOPTHOKCETHH Ha JICH WM HaMaJIeHa 10 MUHUMYM 5 Mg BOPTUOKCETHH Ha JICH, B 3aBUCUMOCT OT TOBa
KaK pearupare Ha JIC4YEHUETO.

3a XO0pa B CTapyeCKka Bb3pacT, Ha 65 rOAVWHHA WJIU ITO-BBb3PACTHU, HaYAJIHATA 4034 € 5 mg
BOPTHOKCETHH BCIHBX JHEBHO.

Ha4yun Ha npuiokeHue

Bzemere eqna TalJIeTKa C Jala BOJaA.
TabneTkara Moxke Aa C¢ npuema CbC Ui 0e3 XpaHa.

IIpoabIKNTETHOCT HA JeYEeHHEeTO
[Ipuemaiite Brintellix TonkoBa apnro, KoakotTo Bu e nmpenopruan Bammusr ekap.

[poxwsmxere na npuemate Brintellix, 7opu 1 Ja MUHE N3BECTHO BpeMe NpeAH /1a TIOUyBCTBATE
1o00peHHe B ChbCTOSHUETO CH.

JleuenneTo TpsiOBa J1a MPOJIBIDKU TIOHE 6 Mecenia clie]l KaTo OTHOBO Ce IMOYyBCTBaTe A00pe.

AKoO cTe npueJiu noBeve oT HeodOxoaumarta a03a Brintellix

AKo cTe mpuenu noseue ot npeanucanata Bu mosza Brintellix, cBbpikere ce He3abaBHO ¢ Bamms nekap
WY Hali-OJIM3KUS LIEHTHP 3a CIIelIHa MeTUIMHCKa ToMoIl. B3emere ¢ Bac onakoBkara u ocTaHamure
tabeTkn. HanpaBere ToBa, 10pH ako HAMaTe NpU3HAIM Ha AuckoMdoprt. [Ipu3Hamure Ha
npeao3upaHe ca 3aMasiHOCT, TaJieHe, IHapusl, CTOMaIleH JUCKOM(POPT, ChpOex MO ISUIOTO TAIIO,

CHbHJIMBOCT U 3a4CPBSABAHC.

Cren npueM Ha 703U, HEKOJKOKPAaTHO I10-BUCOKU OT IIPEAIIUCAHATA 71033, € ChbOOIIEHO 3a IPUCTBIIU
(rppuOBe) U PAIKO CHCTOSHUE, HAPEUEHO CEPOTOHUHOB CHHAPOM.

AKo cTe mponycHau aa npuemerte Brintellix

HpI/IeMeTe cjcaBamiara J03a B 00HYaitHOTO BpEME. He B3emaiite HBOﬁHa [03a, 3a 1a KOMIICHCHUPATC
npomycHaraTta go3a.

AKo cTe cipesiu nmpuemMa Ha Brintellix
He crnimpaiite mpuema Ha Brintellix 6e3 ga cre ro o6cpammu ¢ Bamus nekap.

Bammsar JICKAap MOKC [a peIlr aa HaMaJIh 03aTa BI/I, npea OKOHYATCIIHO [a CIIPETE IpreMa Ha TOBa
JICKapCTBO.

Hsixon naumenTH, KouTo civpar npueMa Ha Brintellix, U3MUTBAaT CUMIITOMHU KaTo 3aMasiHOCT,
rJ1aBo0OJIMe, U3TPBIIBAHE KATO ,,001IKaHEe C UITIMYKU UJIM yCcellaHe, oJ00HO Ha TOKOB yaap (0co0eHo
B TJIaBaTa), HEBB3MOXKHOCT 32 3aCIUBaHe, TaJeHe WK MMOBPBIIaHe, 9yBCTBO HA TPEBOXKHOCT,
pa3apasHUTENHOCT WM Bb30Y/a,, yCellane 3a yMopa WM TpenepeHe. Te3n CHMITOMH MOXe Aa
BB3HUKHAT B pAaMKHTE Ha IIbpBaTa CeIMHILA ClIe/ CIupaHe Ha npuema Ha Brintellix.

AKO MaTe HIKaKBH JIOMIBIIHUTEIHN BBIIPOCH, CBBP3aHHU C YIOTpebaTa Ha TOBA JIEKapCTBO, MOMUTANTE
Bamms nexap nnu ¢apmanenT.
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4.

Bb3MOKHH HeXKeJTaHU peakuuun

Kakro Bcuukmu JICKapCTBaA, TOBA JICKAPCTBO MOXE Jia IIPCAU3BHUKA HEXKECIIaHN pCaKINU, BBIIPEKU Y€ HE
BCCKHU I' ITIOJTy4aBa.

Karo 1I4J10, Ha6J'IIOILaBaHI/ITe HCXKCJIAaHU PCAKIUU Ca JICKU 10 YMCPCHHU U CC MPOSABABAT B PAMKUTC Ha
IIBbPBUTC ABEC CEAMUILUN OT JICUCHUETO. OOUKHOBEHO PCAKIUUTE Ca BPEMCHHU U HE BOOAT 10
IMPEKBCBAHEC HaA JICYHCHUCTO.

Hexenanute peaknun, H30pOCHH MO-I0TY, Ca ChOOIIAaBaHM ChC CICIHUTE YSCTOTH.

MHoro uectH: Morar Ja 3acerHat noseue oT 1 Ha 10 yoBeka

raacHe

YecTu: morar ga 3acersat 10 1 Ha 10 JoBeka

JIMApUsI, 3a1eK, MOBPbBIIaHE
BHCHE HA CBAT

CBhPOEK MO LSIOTO TS0
MaTOJOTUYHH ChHUIIA
YBEIMYICHO M3MOTSABAHE
JIOIIO XPaHOCMHUJIAHE

He gyectn: morat na 3acernar go 1 Ha 100 gyoBeka

3auepBsIBaHE
HOII[HO MTOTEHE

3aMBIJICHO 3pCHUE

HEBOJICBOTpEIEepeHe (TpeMop)

XQTIOIMHAINY (BIDKJAHE, YyBaHE WM YCEIIaHe Ha Hellla, KOUTO He ChIIECTBYBAT)

Penxu: moxe nma 3acernat o 1 Ha 1 000 yoBeka

pasIMpeHy 3eHUIHN (MAIpHa3a), KOETO MOXKE J]a YBEIMYH PUCKa OT TIIayKoMa (BK. TOUKa 2)

HeusBecTHa: 0T HaTMYHUTE JaHHU HE MOXE 1a Ob/Ie HAallpaBeHa OIICHKA 33 YeCToTaTa

HUCKHY HHWBA Ha HATPUH B KPBBTa (CHMITOMHUTE MOTAT Ja BKIIIOYBAT yCellaHe Ha 3aMastHOCT,
c1abocCT, 00BPKAHOCT, CHHIMBOCT HITM CHIIHA YMOPA, TaJIeHE WJIH IOBPBIIAHE; M0-CEPUO3HH
CHUMIITOMH ca IpUMallsiBaHe, MPUMaIby WiIA HaJaHus)

CEPOTOHWHOB CHHAPOM (BUX TOUKa 2)

AJIePTUYHH PEaKIIH, KOUTO MOTaT Ja ObaT CepHO3HH U Aa MIPUYUHAT ITOTyBaHe Ha JIUIIETO,
YCTHUTE, €3UKa WU T'BPIOTO, 3aTPYAHECHO AUIIAHE WV MPETIbIIaHe U/WIH BHE3AITHO ClIajaHe
Ha KPBBHOTO HaJsiraHe (MpeInu3BUKBAIIIO yCelaHe Ha 3aMastHOCT WJIM CBETOBBPTEK)
VYprukapus (cbpOsII, HAIUTHAT OOPUB)

MPEKOMEPHO MIIN HEOOSICHIMO KbpBEHE (BKIIOUUTENTHO 00pa3yBaHe Ha CHHUHHU, KbPBEHE OT
HOCA, CTOMAIITHO-YPEBHO U BarHAJIHO KbPBEHE)

o0OpuB

HapyIIeHUs Ha ChHS (MHCOMHHSA)

QKUTUPAHOCT U arpeckst. AKO MOJIYYUTE HAKOSI OT Te3M HEXKENaHU PEaKIrH, CBbPKETE Ce C
Bamus niekap (Bxk. Touka 2).

riiaBobosme

yBEJMYEHHE Ha KOJIMYECTBOTO HA XOPMOH, HAPEUCH MPOJIAKTHH, B KPHBTA

HETPeoAoIMMa Hy>KAa OT TIOCTOSTHHO JIBM)KEHHE (aKaThu3us)

CKBpIIaHe ChC 350U (OPYKCH3BM)

HEBB3MOKHOCT 32 OTBapsIHE Ha ycTara (3aKiItoucHa YeII0CT/ TPU3MYC)

CHHJPOM Ha HECTIOKOMHUTE Kpaka (HelpeogoiuMa HyX/1a OT IBH)KEHHE Ha KpakaTta, 3a Jia Crpat
0O0JIe3HEHH WM CTPaHHU YCEIaHusl, Y4eCTO Bh3HUKBAIIA IPE3 HOILITA)

HEOOMYalfHO OTHENSIHE Ha KbpMa (TaakTopes)
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HabnronaBa ce MOBUINICH PUCK OT CUYIBAHE HA KOCTUTE TP MAI[CHTH MTPUEMAIX TO3H BUJI
JIeKapCTBa.

Mma C’BO6IJ_IGHI/I$I 3a NIOBUIIICH PUCK OT HAPYUICHUEC HA CEKCYyaJlHaTa (l)yHKL[I/IH IIpyu NPUII0KCHUCTO HaA
J03a 20 mg/z[eH, a [IpY HAKOU MAalIMCHTH Ta3W HCXKCJIaHa PCaKIus € Ha6J'II-O,[[aBaHa IIpU MMO-HUCKU JO3U.

JlonbJIHUTETHA HeKeJIaHH PeaKnnu MPH Aela U IOHOIIH

Hexxenanute peakuuu, HaONM0JaBaHU NP MIPUIIOKEHUE HA BOPTUOKCETHH NPH JIela U IOHOIIH ca
CXOJJHH C TC3H, HaGJIIOIIaBaHI/I IIpyu BB3paCTHU, C U3KIIFOUCHUE Ha CT>6I/ITI/I$I, CBBpP3aHHU C 0oaKa B
KopeMa, KOWTO ca HabJIrogaBaH! MO-9eCTO, OTKOIKOTO MPH BB3PACTHHU, U MUCIIH 332 CaMOyOHHCTBO,
KOHWTO ca HaOJF01aBaH! T10-9€CTO MPH FOHOIIN, OTKOJIKOTO MIPH B3PACTHU.

Cpo011aBaHe HA He)KeJIAHU PpeaKluu

AKO MoNTyynTe HIKaKBHM HEXKEIaHH JICKAPCTBEHU pEakIiuy, yBeaoMere Bamust nekap uin hapMarieBr.
ToBa BKIIFOYBA BCUYKH BE3MOYKHU HEOITMCAHH B Ta3W JINCTOBKA HEXKEJIAHU peaknuu. MoxkeTe ChIo Ja
CHOOIINTE HEXEIAaH! Peakllny IUPEKTHO Ype3 HalMOHATHATA CHCTEMA 3a ChOOIIaBaHe, IIOCOYeHa B
[punoxxenue V. Kato cho0OI1aBare He)KEIaHN PeaKIMU, MOXKETE Ja JaJeTe CBOS IPUHOC 3a
NoJy4aBaHe Ha MoBeue HH(popManus OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansiBate Brintellix

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JICIIa.

He u3non3Baiite TOBa JICKAPCTBO CJIE]] CPOKA HA TOJHOCT, OTOENSI3aH BhPXY KapTOHEHATA OMTAaKOBKA
cnen ,,l'onen 10:%“. CpokbT Ha TOJHOCT OTrOBaps Ha MOCJIEIHUS AEH OT MOCOYEHUS MECell.

ToBa jexapcTBOHE N3MCKBA CIIELUAIHU YCIOBHUS 32 CbXpaHEHHE.

He n3xBbpisiiTe IeKapcTBaTa B KaHAIW3ALMATA WIN B KOHTEHHEPA 3a JOMAIIHN OTHAIbLH.

[NonuTaiite Bamus hapManeBT Kak Aa U3XBBPIATE JIEKapcTBaTa, KOUTO Bede He u3noi3Bare. Tesn

MEPKH 1€ CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATA Cpeaa.

6. Chabp:kaHue Ha OTAKOBKATA M JONMBJIHUTETHA HHpOpManms

Kaxkgo cbabp:ka Brintellix

- AKTHBHOTOBEIIECTBO € BOPTHOKCETHH. Besika hupMupana tabneTka cbabpika BOPTHOKCETUH
(xaTo xumpoOpoOMH).

- Hpyrute cberaBku ca MannuTon (E421), MuUKpoKpHCTaTHa HENyi03a, XUAPOKCUITPOTIHIT
LeNTyI03a, HATPUEB HULIECTEH TIIUKOJAT (TUI A), MarHe3ueB cTeapar, XUuIpOMeno3a, MaKporoJ
400, TuranoB muokcun (E171), uepsen xenesen okeun (E172)

Kak u3rie:xkna Brintellix u kakBo cbIbpika 0NaKoBKaTa

UepBena pummupana TadieTka (TabneTka) ¢ popma Ha 6ameM 5 X 8,4 mm, rpaBupana ¢ ,,TL” ot
eaHaTa cTpaHa u ,,20” oT Apyrara cTpaHa.

Brintellix ¢upmupanu tadbmerkn 20 mg ce npesuiarar B ommctepu o 14, 28 ,56x1, 98x1, 126 (9x14),
490 (5x(98x1)) u B Tabneran koureriaepu ot 100 u 200 TabreTkH.
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OmnakoBku oT 56 x 1, 98 x 1 1 490 punmupanu TabneTkyu ce npeajarat B OJUCTEpU C EANHUYHH JO3H.
He Bcuuku BUIOBE ONaKOBKM MOTaT Aa ObAaT MyCHATH B poLaxoa.

HpnTemaTeﬂ Ha Pa3peiceHueTo 3a yHOTpeﬁa U IIPOU3BOAUTE/

H. Lundbeck A/S
Ottiliavej 9

2500 Valby
Jaaus

3a JOITBJIHUTCIIHA I/IH(i)OpMaHI/ISI OTHOCHO TOBaA JIEKApCTBO,MOJIsI, CBBPIKETC CC C JIOKAJTHUA
NpeACTABUTECI HA MMPUTCIKATECIIA HAa PA3PCHICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien
Lundbeck S.A./N.V.
Tél/Tel: +32 2 535 7979

buarapus
Swixx Biopharma EOOD
Temn.: +359 (0)2 4942 480

Ceska republika
Swixx Biopharma s.r.0.
Tel: +420 242 434 222

Danmark
Lundbeck Pharma A/S
TIf: +45 4371 4270

Deutschland
Lundbeck GmbH
Tel: +49 40 23649 0

Eesti
Swixx Biopharma OU
Tel: +372 640 1030

E)\LGoa
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Espaiia
Lundbeck Espana S.A.
Tel: +34 93 494 9620

France
Lundbeck SAS
Tél: +33 179412900
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Lietuva
Swixx Biopharma UAB
Tel: +370 5 236 91 40

Luxembourg/Luxemburg
Lundbeck S.A.
Tél: +32 2 535 7979

Magyarorszag
Swixx Biopharma Kft.
Tel.: +36 1 9206 570

Malta
H. Lundbeck A/S
Tel: +45 36301311

Nederland
Lundbeck B.V.
Tel: +31 20 697 1901

Norge
H. Lundbeck AS
TIf: +47 91 300 800

Osterreich
Lundbeck Austria GmbH
Tel: +43 1 253 621 6033

Polska
Swixx Biopharma Sp. z o.0.
Tel.: +48 22 4600 720

Portugal

Lundbeck Portugal- Produtos Farmacéuticos,
Unipessoal Lda

Tel: +351 21 00 45 900



Hrvatska
Swixx Biopharma d.o.o.
Tel: +385 1 2078 500

Ireland
Lundbeck (Ireland) Limited
Tel: +353 1 468 9800

Island
Vistor hf.
Tel: +354 535 7000

Italia
Lundbeck Italia S.p.A.
Tel: +39 02 677 4171

Kvnpog
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Latvija
Swixx Biopharma SIA
Tel: +371 6 616 47 50

Roménia
Swixx Biopharma S.R.L
Tel: +40 37 1530 850

Slovenija
Swixx Biopharma d.o.o.
Tel: +386 1 2355 100

Slovenska republika
Swixx Biopharma s.r.0.
Tel: +421 2 20833 600

Suomi/Finland
Oy H. Lundbeck Ab
Puh/Tel: +358 2 276 5000

Sverige
H. Lundbeck AB
Tel: +46 040-699 8200

JaTa Ha nociaeaHo npepasriexaade Ha gucrtoBkara {MM /I'TTT?}
JApyru u3touHuiu Ha uHopmMauus

IMoapoOHa uHbopMalus 3a TOBA JIEKAPCTBO € MPeIocTaBeHa Ha yeOcaiita Ha EBporieiickara areHIus
10 JIeKapcTBara http://www.ema.europa.eu.
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JIucroBka: uH(popManyd 32 NalHeHTa

Brintellix 20 mg/ml nepopajHu kanku, pa3TBoOp
BOPTHOKCETHH (vortioxetine)

IIpoyereTe BHMMATEIHO USJIATA JUCTOBKA, IPeIH 1A 3all0YHeTe 1a pHUeMaTe TOBa JIEKAPCTBO,
Thil KaTo TS ChbABbPKA BaxHa 3a Bac undopmanus.

- 3amazere Ta3u JMCTOBKAa. MoOKe /1a Ce HAJIOKH J1a 5 IPOYETeTe OTHOBO.

- AKO MMaTe HIKaKBH JOITBIHUTENHN BBIPOCH, TIonMTaiiTe Bamms nekap nin papmaresr.

- ToBa nekapcTBo € npennucano JudHo Ha Bac. He ro nmpeoTrcTbnBaiite Ha 1pyru xopa. To Moxe
Jla IM HaBpeIly, He3aBHCHMO Y€ TPU3HAIUTE Ha TAXHOTO 3a00JIsIBaHE ca ChIIUTE KaTo BamuTe.

- AKO ToTy4nTe HIKAKBH HEXXEJIaHW JIEKapCTBEHHU peakllny, yBeaoMeTe Bamus ekap wiu
Q)apMaHeBT.TOBa BKJIFOYBAa U BCUYKH Bb3MOXHHWHCKCIIAaHN PCAKIINHN, HCOIIMCAHU B Ta3n
nucToBKa. Bukre Touka 4.

Kakso CbABbpPiKa Ta3u JIMCTOBKA

Kakgso mpencrasnsBa Brintellix u 3a kakBo ce u3mon3sa
KaxBo TpsiOBa ma 3Haere, npeau aa npuemete Brintellix
Kax ga mpuemarte Brintellix

BBb3MOKHH HEXKEJIaHU pEeaKLIUU

Kax na cexpansBate Brintellix

ChbabppikaHue Ha OIMTAKOBKATa U IOMBIHUTEIHA HHPOPMAIUS

AN

1. Kaxkso npeacrapiasBa Brintellix u 3a kakBo ce u3noJsi3pa

Brintellix cbabpka akTHBHOTO BELIECTBO BOPTHOKCETHH. T0 MPUHAIUIEKH KbM IpyIIa JIEKapcTBa,
Hape4eH! aHTHIEIPECAHTH.

Brintellix ce u3non3sa 3a jieueHre HA TOJIEMU JICTIPECUBHU SIH30/U MPU BH3PACTHHU.
Brintellix HamansBa mupoxa rama OT IEMPECHBHU CUMIITOMH, BKIIFOYUTEITHO THhI'a, BBTPEIIHO
HarpekeHue (4yBCTBO Ha TPEBOXKHOCT), HAPYIIICHUS HA ChHs (HaMallsiBaHE Ha CHHS), HAMAaJIeH alleTHT,
TPYJHO KOHIICHTPHPaHEe, YyBCTBO 3a OE3IM0JIE3HOCT, 3ary0a Ha HHTEepPEeC KbM JIFOOMMHU 3aHUMAaHHS,
YyBCTBO Ha 3a0aBEHOCT.
2. KaxBo TpsaoBa na 3Haere, npeau n1a npuemerte Brintellix
He npuemaiite Brintellix
- aKo CTe alepTUYHU KbM BOPTHOKCETHH HMJIM KBbM HSKOS OT OCTAaHAINUTE ChCTABKH HA TOBA
JieKapcTBO (M30pOEHU B TOUKA 6).
- aKo mpuemare JAPYTH JIEKapCTBa 3a JENPECHs, U3BECTHU KAaTO HECEIIEKTUBHU MHXUOUTOPU Ha
MOHOAMHUHOOKCH/1a3aTa i cenekTuBH MAQO-A naxuburopu. [locsBeTBaiite ce ¢ Bamms
JIeKap, ako He CTE€ CUTYPHHU.
IpenynpexnaeHus u NpeANa3Hu MePKH

loBopete ¢ Bamms nekap nim dapmanesT, npeau na npuemere Brintellix, ako:

- npuemMare JICKapCTBa € Taka HApEYCHUSA CCPOTOHUHCPTUICH 6(1)€KT, TaKHBa KaTo:
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- TpaMajoJl ¥ MOJ00HHU JIeKapCcTBa (CHITHOU OOJIKOYCIIOKOYSBAION) - CYMaTPUIITaH U TTOI00HU
JIEKapCTBa C AKTUBHO BEIECTBO 3aBBPILBAIIO HA ,,TPUNITaH” (M3MOA3BAHU MIPH JICYCHHE HA MUTPECHA)
[IpuemMbT Ha Te3W JIeKapcTBa eAHOBPEMEHHO ¢ Brintellix Moxe na yBenmdu prcka ot
CEpOTOHMHOB CHHIAPOM. TO3M CHHAPOM MOXKe J1a Ob/Ie CBHP3aH C XAIIOIUOHAIINN, HEBOJICBH
MOTPENBaHUS, YCKOPEHA ChpJICUHA ICHHOCT, BACOKO KPHBHO HAJISITaHE, TPECKA, FaJIcHE U TUapusl.

- CTe UMaJIM MPUINabLH (THPUOBE)
Bammsar nexap me Bu gexyBa BHUMaTeNHO, aKO UMaTe aHaMHe3a 3a MPUMAAbLHU WK UMaTe
HectabuiHa eniencust. [IpunagpunTe ca MOTEHIMANICH PUCK IPH JICKApCTBATa, U3MOJI3BaHH 3a
neyeHue Ha aenpecus. JledeHneTo TpsOBa f1a ce NPEeKpaTH MPHU BCEKHU MALUEHT, Oy IHII
MIPUIAIbK, UK yBEIUYaBaHe Ha 4eCTOTaTa Ha MPUIIAIbLIUTE.

- cTe MMaJld MaHUS

- HMMaTe CKJIOHHOCT KbM KBPBEHE HIIH JIECHO 00pa3yBaHe Ha CHHUHU HJIM aKO CTe OpeMeHHa (BUXKTE
,,DPEMEHHOCT, KbpMEHE U (PePTHIUTET ")

- MMaTe HUCKO HMBO Ha HATPUH B KPBBTA

- CTe Ha 65 roJIMHU WIK MO-Bb3PACTHU

- HWMaTe TeXKo 0bOpevHo 3abomsBaHe

- MMAaTe TeXXKO YepHOApOOHO 3a00JI1BaHE WM YEPHOIPOOHO 3a00IsIBaHE, HAPEUEHO LUPO3a.

- MMAaTe WIU IPeIu CTe UMY MIOBUILEHO HAJsraHe B OKOTO MJIM IJlayKoMa. AKO 3alloYHeTe 1a
M3MMTBaTe 0OJIKAa B OYMTE WIIH 3peHUETO BY ce 3aMbIin IO BpeMe Ha JICYEHHETO, CBBPIKETE Ce C
Bamms nekap.

Koraro cte Ha nedenue ¢ aHTHACTIPECAHTH, BKIIOYUTETHO BOPTUOKCETHH, MOXE JIa H3MUTATE TyBCTBO
Ha arpecusi, aXUTUPAHOCT, THSIB U pa3pa3HUTEIHOCT. AKO TOBA ce CIy4H, TpsOBa 1a TOBOPUTE C
Bamus nekap.

Mucan 3a CaMoyﬁﬂﬁCTBO H BJIomIaBaHe Ha Bamara aenpecust

AKO MMare JenpecHst W/WiIH TPEBOXKHO Pa3CTPOUCTBO MOHIKOTA MOXKeE J]a IMaTe MICITH 3a
caMOHapaHsBaHE WM caMOyOuicTBO. Te3u MUCIM MOTAT Jla Ce 3aCHIIAT, KOTaTo 3a IEPBU BT IPHUEMATE
AHTHJICTIPECAHTH, Thil KATO MPU BCHYKHU TE3U JIEKAPCTBA € HEOOXOAUMO BpeMe, 3a Jia 3all0YHAT Ja
JIeHcTBaT — OOMKHOBEHO OKOJIO JIBE CEIMHUIIH, HO ITOHIKOTA ¥ MO-IBJITO.

BeposiTHOCTTa 12 MUCIHTE IO TO3W HAYMH MOJKE J1a € MO-ToJIsIMa aKo:
- Y TIPEJIM CTE MMAaJT! MHUCJIH 32 CaMOYOUICTBO WJTU CaMOHapaHsIBaHe.
- CTe MJaJ YOBEK.

JlaHHU OT KJIMHUYHYU NPOYYBAHUS IOKA3BAT NOBUILEH PUCK OT MOBEJICHUE, CBBP3aHO ChC
caMOyOHUHCTBO, PY MJIAX XOpa MO 25 TOAUHY C IICUXUIHY 3a00JIIBaHNs, KOUTO Ca JIEKyBaHHU C
AHTHJICTIPECAHT.

Axo y Bac ce mosiBAT MUCIIH 32 caMOHapaHsIBaHEe WM CaMOyOHMICTBO IO KOCTO U J1a € BpEME, CBhPIKETE
ce ¢ Bamus nexap unu He3abaBHO oTHIIETe B OoiHUIIA. MoKe J1a TIpEIeHUTe, Y€ € MOJIC3HO J1a
CIOJICIIUTE C POJHUHA WIIH OJIM3BK MPUSITEN, Ye UMaTe ICMPECHs WA TPEBOKHO Pa3CTPONCTBO U J1a TH
MIOMOJIMTE JIa MPOYETaT Ta3u JUCTOBKA. MoxkeTe Ja ru noMojiuTe Aa Bu kaxart, ako Muciar, ye Bamiara
JICTIPECHST WJTH TPEBOKHOCT CE BJIOIIABAT MJIM Ca 00E3IMIOKOCHH OT IPOMEHU B MOBEICHUETO By,

Jlena v OHOIIH
Brintellix He Tps0Ba 1a ce U3N0I3Ba [IPH NeTUATPHUYHH NAMEHTH (Ha Bb3pacT noj 18 roanHu), Thit

KaTo ehrKacHOCTTa He € Joka3aHa. besonacHocTTa Ha Brintellix mpu nena u roHOIIM Ha BB3pacT 7 10
17 roguHM € onMcaHa B TO4YKa 4.
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Jpyru nexapcrBa u Brintellix

HNudopmupaiite Bammst nekap wim papmareBT, ako IIpreMare,HacKopo CTe MIPUEMAaTH UITH €
BB3MOXKHO J1a TIPHEMETE IPYTH JICKapCTBa.

Kaxxere na Bamms JICKAp aKo MpueMaTe HAKOC OT CJICAHUTC JICKApCTBa:

- peHensuH, UIPOHUA3H], H30KAPOOKCA3UA, HUATaMU, TPAaHWILUIIPOMHUH (JIeKapcTBa 3a
JICYeHHEHa JieTIpecusl, HapeUeH! HECEIIEKTUBHA MHXHUONTOPH Ha MOHOAMHUHOOKCHa3aTa); He TpsOBa
Jla IpueMaTe HUKOe OT Te3H JieKapcTBa 3aemHo ¢ Brintellix. Ako cre mpuemanu HIKOe OT Te3H
JIeKapcTBa IIe TPsAOBa da u3vakate 14 mHu mpenm na 3amodnere Aa npuemare Brintellix. Cien
CIMPAHETO Ha TOBa JIEKAPCTBO TPsAOBa Ja MUHAT 141HU MIpeay a MpUeMeTe HIAKOE OT Te3H JICKapCTBa.

- MoksobeMus (JeKapCcTBO 3a JIeUCHUE Ha JCTIPECHS])

- CeJIETWJIWH, pa3aruiivuH (JIekapcTBa 3a JieueHre Ha OonectTta Ha [lapkuHCOH)

- nuHe3onu (JIEKapcTBO 3a JiedeHue Ha OaKkTepuaTHi WHEKIINH)

- JIEKapCTBEHU MPOJAYKTH ChC CEPOTOHUHEPTHUECH e(EeKT, HAMp. TPaMaaoJl 1 MOJOOHH JIeKapcTBa
(cuHYM OOJTKOYCITOKOSIBAIM) U CYMAaTPHIITAH | MOI00OHU JIEKapCTBa C UMEHA HA aKTUBHOTO
BEIIECTBO, 3aBBPIIBAIIHN Ha ,,TPUNITAaHN (M3IIOJI3BAaHHM 34 JIeUYeHHe Ha MUTpeHa). [IpuembT Ha
TEe3U JIEKapCTBa EAHOBPEMEHHO ¢ Brintellix Moxe aa yBeanyu prucka oT CEpOTOHUHOB CHHAPOM
(BmxTe TOUKa ,,[IpemynpexaeHus u npenrnasHu MepKu')

- JUTHUH (JIEKapCTBO 3a JICUCHUE Ha CTIPECHUS U IICUXUYHU Pa3CTPOMCTBA) WIIM TPUNTO(DaH.

- IIeKapcTBa, 332 KOUTO CE 3Hae, 4e MOHWKABAT HUBOTO HAa HATPHIA

- pudammuuH (JeKapcTBO 3a JeUeHUE Ha TyOepKyi03a U APYTH HH(EKIIHH)

- kapOamazenwH, (EHUTONH (JIeKapCTBa 3a JICUCHHE Ha SITUJICTICHS WIIH JPYTH 3200 ITBAHS)

- BapbapuH, IUNUPUIAMOI, GEHNPOKYMOH, HIKOU aHTHIICUXOTHIIH, (PEHOTHAZWHH, TPUIIMKIUIHU
AHTUJCTIPECAHTH, HUCKH JI03H alleTUICAIHIIIIOBA KHCETMHA U HECTEPOUIHU
MPOTUBOBB3MAIUTEIHH CPEICTBA (pa3pekIaiiy KpbBTa JIeKapcTBa U JIEKapCTBa, M3MOI3BaHU 32
obnekuaBane Ha 0oJka). MoJke Ja yBemuJar CKIIOHHOCTTa KbM KbpPBEHE.

JlexapcTBa, KOMTO yBENMYaBaT PUCKA OT IPUTIAIBIH:

- CyMaTpHWIITaH ¥ ITOJ00HH JIEKapCTBa C UMEHA Ha aKTUBHOTO BEIECTBO, 3aBBPIIBAIIN Ha
,»TPHUIITaHH"

- Tpamazaon (CHIHO OOJKOYCIIOKOSIBALIIO)

- MeduiokuH (JIeKapCcTBO 3a MPOGHIAKTHKA U JICUCHHE Ha MaTapus)

- OympomumoH (JIEKapCTBO 3a JICUCHHE HA JETPECHsSI M CBITO 32 OTKa3BaHE OT TIOTIOHOITYIIICHE).

- (uyokceTHH, MApOKCETHH U JAPYTH JIEKapCTBa 3a JICUCHHUE Ha ACTIPECcHsl, HapuiaHH
CHOIIC/CHPH, TpUUMKINYHE aHTUACTIPECAHTH

- KBAT KaHTapuoH (Hipericum perforatum) (JIekapcTBO 3a JIEYCHNE HA JIETIPECHs)

- XUHHJMH (JISKapCTBO 3a JieueHHe Ha HapyIIeH ChbPACYECH PUTHEM)

- XJIOpIIPOMAa3HH, XJIOPIPOTUKCEH, XaJONepHAO0I (JICKapCcTBa 3a JIeUeHHE Ha ICUXUIHU
pa3CcTpoiicTBa U

MPUHAUIEKAIN KbM TPYITH, HapuyaHu (PeHOTHA3HHU, THOKCAHTEHH, Oy TUPO(PEHOHH).

MOJ'ISI, YBCAOMCTC Bamus JICKap, ako NprUeMaTe HAKOC OT JICKapCTaTa I/I36p06HI/I no-rope, TBH KaTo
Bammsar JICKap TpSI6Ba Jla 3Ha€, aKO BC€YEC CTC U3JIOKCHU HAa PUCK OT MpHUIIaIbIIH.

AKO TpaBHTE YpHUHEH TECT 3a HApKOTHYHH BellecTBa, mpuemMbT Ha Brintellix moxe ma gosene mo
MOJIOXKUTEIIHU PE3YATATH 32 METAIOH NPH M3IO0I3BAHETO HA HAKOM METOAM 3a TECTBAaHE, JOPH Ja He
npremMare MeTaJIoH. AKO TOBa ce CIIy4dH, Moxe Ja Bu Obae HanpaBeH no-crieriuduyeH TecT.

Brintellix ¢ aaxoxoa

HpI/ICMaHeTO Ha aJIKOXOJI IO BpEMEC Ha JICHCHUC C TOBA JICKAPCTBO HC CC MPLCIIOPBHYBA.
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BpeMeHHOCT, KbpMeEHe U (DEPTHIINTET

AKo cTe OpeMeHHA WIH KBPMHTE, CMATATE, 9¢ MOXKE J1a CTe OpeMeHHa WIH IIaHupaTe OpeMEHHOCT,
nochBeTBaiTe ce ¢ Bamus nexap wim gpapmaneBT npeau ynorpedaTta Ha TOBa JIEKapCTBO.

BpeMenHocT

Brintellix He Tps0Ba 1a ce mpuema 1o BpeMe Ha OpPEeMEHHOCT, OCBEH aKo JIEKapsAT HE MPeLeHH, e €
a0COJIFOTHO HEOOXOIUMO.

AKo mprieMare JieKapcTBa 3a JICUCHHE Ha JeTpecus, BKItounTeHo Brintellix npe3 nocneanute 3
Mecela OT OpeMEeHHOCTTa, HeOOXOJMMO € Jla 3HaeTe, 4e NpH Bameto HOBOpOAeHO MOXKe 1a ce
HaOJII0/1aBaT CIITHUTE HEXKEJIAaHN PEaKIUK: IPOOJIeMH C ANIIAHETO, CHHKABa KOXKa, IPUIIAIbIIH,
NPOMEHH B TEJIECHATA TEMIIeparypa, 3aTpyAHEHO XpaHeHe, IOBphIIaHe, HICKAa KPbBHA 3axap,
BIBPBEHHU WIIH OTITyCHATH MYCKYJIU, )KHBH pediIeKcH, TpernepeHe, HepBHOCT, pa3ipa3HUTETHOCT,
JeTaprus, NOCTOSIHEH IU1ad, ChHIMBOCT U Oe3chHHEe. AKo Bamero 6e6e uMa HAKOM OT T€3U CUMIITOMH,
MOJIS CBBpXKETe ce ¢ Bamms nexap HezabaBHO.

VYBepere ce, ye Bamara akyrepka u/unu jiekap 3HasT, 4e npuemare Brintellix. Koraro ce mpuemart mo
BpeMe Ha OpeMEHHOCTTa, 0COOEHO Ipe3 MOCIeIHNTE 3 Mecela, JIeKapcTBaTa, mogo0Hu Ha Brintellix,
MOTar Jia yBeIH4aT PUCKa OT CEPUO3HO ChCTOSTHHE TpU OebeTara, HapeueHO MepCUucTrupaia
OenopobHa xunepronus npu HoBopoaenoto (ITIBXH), npu koeto 6e0eTo nuIa yaecTeHo U
mocuHABa. Te3n CHMITTOMH OOMKHOBEHO 3aIl0YBaT Mpe3 IMEPBUTE 24 Yaca ciel pakaaHeTo Ha 6e0eTo.
Axo ToBa ce ciryuu ¢ Bamiero 6e6e, TpsiOBa He3abaBHO Jia ce cBbpxkeTe ¢ Banrarta akymepka u/uimu
JeKap.

Axo nipuemeTte Brintellix kM Kpast Ha OpeMEHHOCTTa, MOKE JIa CHIIECTBYBA MTOBUIIICH PHUCK OT TEKKO
BarMHAJIHO KbPBEHE CKOPO CIIE/ PAXKIAHETO, 0COOCHO aKo MMAaTe aHaMHe3a 3a HapyIIeHHUs Ha
KPBBOCHCUPBaHETO. Bamust gexap wim akyuiepka TpsioBa a 3HasT, 4e npuemare Brintellix, 3a na
morar 1a Bu nmocbBeTBar.

Kbpmene

Manko konnyectBo ot Brintellix npemMnHaBa B kbpMaTa, HO HE ca HaOIOJaBaHU BpPEAHH e(eKTH,
CBBP3aHHU C JIEKAPCTBOTO, IpH KbpMaueTa. Brintellix He TpsOBa 1a ce u3nosnspa 1o BpeMe Ha KbpMEHE.
Bammsar nekap 1mie B3eMe peneHne Jaji 1a CripeTe KbpMEHETO, HiIH Jia cupeTe npuema Ha Brintellix,
KaTo B3eMe MMpeABH TI03aTa OT KbPMEHETO 3a IETETO U IoJI3aTa OT TepamusiTa 3a Bac.

Hlodupane u padora ¢ MAIIUHU

Brintellix HaMa 1M FMa HE3HAYUTEITHO BIUSHHUE BHPXY CITIOCOOHOCTTA 3a modupane u pabota ¢
MalvHu. BhIpeku ToBa, Thii KaTo ce ChOOIaBaT HeXKEJIaHU PEaKIluu KaTo 3aMaiiBaHe,ce IpernophyuBa
ITOBUIIIEHO BHUMAaHUE 10 BpeMe Ha Te3U JACWHOCTH, KOTaTo ce 3armovHe jeueHue ¢ Brintellix wmm ce
MPOMEHS J103aTa.

Brintellix cbabpxa eTanos
Toga ekapcTBO ChABPKA 85 mg anmkoxoi (eTanon 96%) BbB Bcekn ml, KOETO € EKBHBAJICHTHO Ha
10,1% v/v. KonmuectBoTo B 1 ml OT TOBa JieKapcTBO € €KBUBAJICHTHO Ha MO-MaNko oT 3 ml Oupa win

1 ml BuHO.
MankoTO KOJTUYIECTBO aJTKOXOJ B TOBA JICKAPCTBO HAMA JIa MMa HIKABH 3a0€IICKUMHU €(EKTH.
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3. Kak na npuemare Brintellix

Bunaru nmpuemaiite ToBa JEeKapcTBO TOYHO KakTo Bu e ka3an BammsT mekap wim gapmaneBT. AKO He
CTe CUTYPHHU B HEIllo, monuTaiTe Bamus nekap uinu GpapMarieBnT.

[Ipenoppuntennata no3a Brintellix e 10 mg BOpTHOKCETHH €IHOKPATHO JHEBHO MPU BB3PACTHU MO
65-roaumHa Be3pact. Jlozara Moxe na Obae yBenudeHa ot Bamms nekap MmakcumyM Jio 20 mg
BOPTHOKCETHH Ha JIeH UM HaMajeHa J0 MUHUMYM 5 mg BOPTHOKCETHH Ha JIEH, B 3aBUCUMOCT OT TOBa
KaK pearupare Ha JICYCHHETO.

3a xopa B cTapuecka Bb3pacT, Ha 65 TOANHU WK TO-Bh3pacTHH, HaYallHaTa /103a € 5 mg
BOPTHOKCETUH BEIHBX JTHEBHO.

5 mg OTroBapsIT Ha 5 KakKH.

10 mg otrosapst Ha 10 Kanku.

15 mg otroBapsT Ha 15 kanku.

20 mg otroBapsT Ha 20 Kanku

Hauun Ha npusioxeHue
Brintellix e 3a mepopaiHo PHIIOKECHHE.
[epopanHuTe KanKu MOTaT Jia ce MpHeMaT ChC Win 0e3 XpaHa.

HCpOpaﬂHI/ITe KaIllky Morart Jia c€ CMeCBaT € BOJZa, COK WJIM APYTHU 0e3aIKOXO0IHN HAITUTKU

OO0bpHeTe OyTHIIKaTa ¢ IBPIOTO HAONIy. AKO HE IOTEKAT KaIlKy, MOTyHalTe JIeKo OyTHIKaTa, 3a 1a
3aro4He U3THYAHETO.

IIpoab/KUTETHOCT HA JIEeYEHHETO
IIpuemaiite Brintellix TonkoBa aparo, KoikotTo Bu e mpemnoppuan BammsT nekap.

[Ipoxpmxere na mpuemare Brintellix, mopu u 1a MUHE U3BECTHO BpeMe MPE/IH J1a TOYYBCTBATE
MOA00PEHME B CHCTOSTHUETO CH.

Jleuenuero TpsOBa 1a MPOABIDKYU MOHE 6 Mecela ciie]] KaTO OTHOBO C€ IMIOYyBCTBaTe 00pe.

AKO cTe mpHeJd MmoBeye 0T HeodxoaumaTa n03a Brintellix

AKo cTe TIpHeNr TToBeYe OT mpeanucanaTa Bu no3a Brintellix, cBppkere ce He3abaBHO ¢ Bammms jiekap
WM Hal-OJM3KMS EHTHP 3a CIelIHa MeIUIInHCKa ToMo1ll. Biemete ¢ Bac omakoBkara U ocTaHamuTe
tabneTku. HampaBere ToBa, 10pu ako HsIMarTe Npu3HaIy Ha quckoMdopt. [IpusHanuTe Ha
Mpeo3upaHe ca 3aMastHOCT, TaJieHe, JUapusl, CTOMAIIeH TUCKOM(OPT, ChPOESK MO MSIIOTO TSIO,

CBbHJIMBOCT U 3a4CPBABaHC.

Crnen nmpueM Ha JT03HM, HEKOJIKOKPATHO TIO-BUCOKH OT MPEAIMcaHara 703a, € ChoOIIeHO 3a MPUCTHIIN
(TBpUOBE) M PAIAKO CHCTOSHUE, HAPEUEHO CEPOTOHUHOB CHH/IPOM.
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AKo cTe nponycHaau a1a npuemere Brintellix

IIpuemerte cremBamara 03a B 00M9aifHOTO BpeMe. He B3emaiiTe mBoiHA 1033, 3a 1a KOMIICHCUPATE
MpOIyCHAaTaTa J103a.

AKko cte cnpesin npueMa Ha Brintellix
He cnmpaiite npuema Ha Brintellix 0e3 ga cre ro oochaumu ¢ Bamus jiekap.

Bammsrt nexap Moske fa perntu 1a HaMajIu 1o3ata By, mpean oKoHYaTeTHo /1a CIpeTe prueMa Ha TOBa
JIEKapCTBO.

Hsixon manmenTn, KOUTo crimpat nprueMa Ha Brintellix, ©3mMuTBaT CHMITOMH KaTO 3aMasHOCT,
[J1aBO0OIIHe, U3TPBIIBAHE KAaTO ,,001KaHE ¢ UTJIMYKK WM yCellaHe, o 100HO Ha TOKOB yaap (0co0eHO
B rnaBaTa), HEBB3MOKHOCT 3a 3aCIIMBAHEC, ITaICHC UJIX MOBPBIIAHE, YYBCTBO HA TPCBOKHOCT,
pa3ipa3sHUTEIHOCT WK Bh30Yy/1a,, yCellaHe 3a yMopa Wi TpenepeHe. Te3n CUMITOMU MOXe J1a
BB3HHMKHAT B PAMKHUTE Ha ITbpBaTa CEAMHUIIA CIIe]] CIpaHe Ha mpuema Ha Brintellix.

AKO UMaTe HSIKaKBH JIOMIBJIIHUTEIHN BBIIPOCH, CBBP3aHU C YIIOTpedaTa Ha TOBA JICKAPCTBO, MOMUTANTE
Bammst nexap wnm papMareBT.

4. Bb3MoKHM HEXKeJTAHU peakuuun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPCAU3BHUKA HEKECIIaHU pCaKIIMK, BBIIPEKU Y€ HC
BCCKH I' ITIOJIy4aBa.

Karo msuto, HabmrogaBaHnTe HEXXENaHU PEaKIMU Ca JIEKH 10 YMEPEHHU U Ce MPOsIBABAT B PAMKHUTE Ha
II'BPBUTE ABE CEAMUIHM OT JieueHneTo. OOMKHOBEHO PeaKkLMUTE Ca BpEMEHHH U HE BOJAT A0
NIPEKbCBAHE HA JICUEHUETO.

Hexenanute peaknuuu, I/I36p06HI/I mo-goJjy, ca C’I)O6HIaBaHI/I CbC CICIHUTC YCCTOTH.

MHoro yectd: Morar 1a 3acertgar noseue or 1 Ha 10 yoBeka
- rajgeHe

YecTr: morat aa 3acersgar n1o 1 ga 10 goBeka
- Iuapws, 3amekK, MOBphIlaHe
- BHEHE Ha CBAT
- CcBpOEXK IO MSUTOTO TSJIO
- NATOJIOTWYHU CHHHILA
- YBEJIHMYEHO U3IOTSIBaHE
- JIOLIO XpaHOCMUIIAHE

He uectu: morat ga 3acernar a0 1 Ha 100 yoBeka
- 3a4yepBsBaHC
- HOIIHO IIOTEHE
- 3aMBIJICHO 3pCHUE
- HEBOJEBO TpEmepeHe (TpemMop)
- XaIOIUHAIMY (BIK/AaHE, YyBaHE WM YCEIlaHe Ha HEellla, KOUTO He ChIIECTBYBAT)

Penxu: moxe na 3aceruar go 1 #a 1 000 goseka
- pa3mupeHu 3eHUIM (MUApPHa3a), KOETO MOKE J1a YBEITMYH PHUCKa OT IJIayKoMa (BK. TOuKka 2)
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HewnsBecTHa: OT HATMYHUTE NaHHU HE MOKe /1a ObJle HAallpaBeHa OIICHKA 3a YecToTara

- HHUCKY HHMBA Ha HATPHUH B KPBBTa (CHMITOMHUTE MOTAT /1a BKJIIOYBAT yCeIlaHe Ha 3aMasiHOCT,
crnaboct, O0BPKAHOCT, CHHIIMBOCT HIIM CHIIHA YMOPA, TaJIeHE WM NOBPBIIAHE; M0-CEPUO3HH
CHUMIITOMH Ca IPUMAaJIsIBaHe, IPUITIAIbIN WIN TaIaHus )

- CEpOTOHWHOB CHHAPOM (BHX TOUYKa 2)

- AJICPTUYHU PCAKIIMH, KOUTO MOrat J1a 6’I)IlaT CCPUO3HU U Jia IPUIUHAT IMOJYBaHC Ha JIUILICTO,
YCTHUTE, €3UKa WU I'bPJIOTO, 3aTPYAHECHO IUIIIAHE WM TPETIIbINaHe 1/IIH BHE3AITHO CIalaHe
Ha KPBBHOTO Halsirane (TIpeAn3BUKBAIIO yCcellaHe Ha 3aMasHOCT WITH CBETOBBPTEK)

- Yprukapus (cbpOsII, HaTUTHAT 0OPUB)

- MPEeKOMEpPHO WM HeOOSCHIUMO KbpBEHE (BKIIOUUTETHO 00pa3yBaHe Ha CHHUHH, KbPBEHE OT
HOCa, CTOMAIIIHO-YPEBHO M BarMHAITHO KbPBEHE)

- 00puB

- HapyIIeHUs Ha ChHS (WHCOMHU)

- @KHUTHUPAHOCT M arpecusi. AKO MOJyYUTe HIKOSI OT Te3U HEKEJIaHW PEeaKLuH, CBBPIKETE Ce C
Bamms nekap (Bx. Touka 2).

- TmaBoOoime

- YBCIMYCHUC HA KOJIMYCCTBOTO HAa XOPMOH, HAPCUCH NPOJIAKTUH, B KPBBTA

- HempeoJoJIMMa HYXKJIa OT TIOCTOSTHHO JIBUKCHUE (aKaTH3HsI)

- CKBpIIaHEe ChC 3H0M (OPYKCH3BM)

- HEBB3MOXKHOCT 3a OTBapsHE Ha ycTaTa (3aKII0YeHA YEIIOCT/TPU3MYC)

- CHHJPOM Ha HECIIOKOHHHTE Kpaka (HEempeooIuMa HyKa OT ABWKCHUE Ha KpaKaTa, 3a /1a Cripar
00JIe3HEHN WIIH CTPAaHHU YCEIIaHus, YeCTO Bh3HUKBAIIA ITPe3 HOIITa)

- HeoOHMuaiHO OT/eNsIHE Ha KbpMa (TalakTopes)

HabnronaBa ce MOBUIIIEH PUCK OT CUYMBAHE HA KOCTUTE TPH MAI[EHTH TPUEMAIH TO3H BUJ
JIeKapCTBa.

Nma cpo0mieHws 3a MOBUIIIEH PUCK OT HAPYIICHUE Ha CeKCyalHaTa (QYHKIUS IpU IPUIIOKESHUETO Ha
no3a 20 mg/neH, a mpy HIKOW MAIEHTH Ta3! HeXellaHa peakius e HaOIltoJaBaHa MMPH IMO-HUCKH JIO3M.

JonmbJIHUTETHN HeKeJIAHU PeaKluy NPH Jena U IHOLIHN

Hexenanute pcakuuu, Ha6IIIO[IaBaHI/I IIpU MPUJIOKCHUEC Ha BOPTHUOKCETHH IIPU [I€1a U FOHOIIN Ca
CXOJHH C TC3H, Ha6JIIOZ[aBaHI/I IIpU BB3paCTHU, C U3KIIFOUYCHUE Ha C’b6I/ITI/ISI, CBBpP3aHU C 0OoJjKa B
KOpeMa, KOUTO ca HabJI0JaBaH! [T0-4€CTO, OTKOJIIKOTO MPH BB3PACTHHU, M MUCIIH 32 CAMOYOHUHCTBO,
KOUTO ca HaOJFO1aBaHU TI0-9€CTO MPH IOHOIIHN, OTKOJIIKOTO MPH BB3PACTHHU.

Chol0maBaHe Ha He/KeJIAHH PeaKINU

AKO MoNy4ynTe HIKaKBH HEXXENaHH JICKApCTBEHU pEakiuy, yBeaoMeTe Bamust gekap uin papMareBT.
ToBa BKIIFOUBA BCUYKH BE3MOKHUHEOIIMCAHH B Ta3H JHCTOBKA HEXKETAHH peakiunu. MoxeTe ChIIo Ja
CHOOIINTE HEeXEIAH! Peakllny IUPEKTHO Ype3 HalMOHAIHATA CHCTEMa 3a ChOOIIaBaHe, IIOCOYeHa B
[punoxxenue V. Kato cho0I1aBaTe He)KENaHN PeaKIMU, MOXKETE Ja JaJeTe CBOS IPUHOC 3a
MoJTyyaBaHe Ha MoBeue HHPOPMAIIHI OTHOCHO 0€30MacCHOCTTa Ha TOBA JIEKapCTBO.

5. Kak na cexpansiBate Brintellix

I[a C€ ChbXpaHsiBa Ha MACTO, HEAOCTBIIHO 3a JCIIa.

He u3non3Baiite TOBa JIEKapCTBO CIIE]] CPOKA HA TOJHOCT, OTOENSI3aH BHPXY KapTOHEHATa OMAaKOBKa
cien ,,l'omen 10:“. CpoKbT Ha TOIHOCT OTIOBaps Ha MOCIEAHUS ICH OT IIOCOYCHHS MECEII.

ToBa JICKApCTBOHC U3UCKBA CIICHHUAIIHUA YCJIIOBUSA 3a ChbXpPaHCHUC.
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He u3xBbpisiiTe tekapcTBaTa B KaHAIH3AIMATA WM B KOHTEHHEpa 3a JOMAIIHN OTIAIbIIH.
ITormuraiiTe Bamms ¢apmarieBT Kak 1a U3XBLPIIATE JIEKapcTBaTa, KOUTO BeUe HE M3MO3BaTe. Te3n
MEpKH IIe CIIOMOTHAT 3a Olla3BaHe Ha OKOJIHATa cpefa.

6. Cbabp:kaHHe HA ONAKOBKATA U JOMbJIHUTEIHA HHopManust

KakBo cbabp:xa Brintellix

- AKTHBHOTOBEIIECTBO € BOPTHOKCETHH. Besika Karka cpabspka 1 mg BopTHokceTuH (karo (D,L)-
JIAKTarT).

- JpyruTe chCTaBKHU ca XUApOKcHIponuideranekce, etanon (96%) u mpeuncreHa Boa

Kak n3ruexxaa Brintellix 1 kakBo cbABbpika ONaKOBKaTa

TlepopanHu kanku, pa3TBop
Buctbp, mouTu GE31[BETEH JI0 K BITCHUKAB PA3TBOP

Brintellix mepopanau kamku, pa3TBop ce npemara B 20 ml OyTHika OT TBMHO CTBKIIO C Karadyka Ha
BUHT, C KalTkoMep (3alllMTeHa OT Ha Jiela 3aIyIIalika).

Beska Oytrika cpappka 15 ml mepopaaHu Kammku, pa3TBop.
IpuTe:kaTes HA pa3penIeHHETO 32 YNIOTPeda U MPOU3BOTUTE
H. Lundbeck A/S

Ottiliavej 9

2500 Valby

Jaaus

3a JOIIBJIHUTCIIHA I/IH(I)OpMaHI/ISI OTHOCHO TOBaA JICKapCTBO,MOJIs, CBBPIKETC CC C JIOKAJTHUA
NpeACTABUTEI HAa MPUTCIKATEIIA Ha PA3PCHICHUCTO 3a yHOTpe6a:

Belgié/Belgique/Belgien Lietuva

Lundbeck S.A./N.V. Swixx Biopharma UAB
Tél/Tel: +32 2 535 7979 Tel: +370 5 236 91 40
bbarapus Luxembourg/Luxemburg
Swixx Biopharma EOOD Lundbeck S.A.

Ten.: +359 (0)2 4942 480 Tél: +32 2 535 7979
Ceska republika Magyarorszag

Swixx Biopharma s.r.0. Swixx Biopharma Kft.
Tel: +420 242 434 222 Tel.: +36 1 9206 570
Danmark Malta

Lundbeck Pharma A/S H. Lundbeck A/S

TIf: +45 4371 4270 Tel: +45 36301311
Deutschland Nederland

Lundbeck GmbH Lundbeck B.V.

Tel: +49 40 23649 0 Tel: +31 20 697 1901

124



Eesti
Swixx Biopharma OU
Tel: +372 640 1030

EAlhada
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Espaiia
Lundbeck Espafia S.A.
Tel: +34 93 494 9620

France
Lundbeck SAS
Tél: +33179412900

Hrvatska
Swixx Biopharma d.o.o.
Tel: +385 1 2078 500

Ireland
Lundbeck (Ireland) Limited
Tel: +353 1 468 9800

Island
Vistor hf.
Tel: +354 535 7000

Italia
Lundbeck Italia S.p.A.
Tel: +39 02 677 4171

Kvnpog
Swixx Biopharma M.A.E
TnA: +30 214 444 9670

Latvija
Swixx Biopharma SIA
Tel: +371 6 616 47 50

Norge
H. Lundbeck AS
TIf: +47 91 300 800

Osterreich
Lundbeck Austria GmbH
Tel: +43 1 253 621 6033

Polska
Swixx Biopharma Sp. z 0.0.
Tel.: +48 22 4600 720

Portugal

Lundbeck Portugal - Produtos Farmacéuticos,
Unipessoal Lda

Tel: +351 21 00 45 900

Roménia
Swixx Biopharma S.R.L
Tel: +40 37 1530 850

Slovenija
Swixx Biopharma d.o.o.
Tel: +386 1 2355 100

Slovenska republika
Swixx Biopharma s.r.0.
Tel: +421 2 20833 600

Suomi/Finland
Oy H. Lundbeck Ab
Puh/Tel: +358 2 276 5000

Sverige
H. Lundbeck AB
Tel: +46 040-699 82 00

JaTa Ha nociaeaHo npepasriexaade Ha gucrtoBkara {MM /I'TTT?}
JApyru u3touHuiu Ha uHopmMauus

IMoapoOHa uHbopMalus 3a TOBA JIEKAPCTBO € MPeIocTaBeHa Ha yeOcaiita Ha EBporieiickara areHIus
10 JIeKapcTBara http://www.ema.europa.eu.
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