KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA

1. HME HA JEKAPCTBEHHA ITPOAYKT

Jlapokcud XR 37,5 mg TBbpAM Kancyau ¢ yaAbMKEHO 0CBOO0XK A %{:JIH;I'TE HEA thH q N o
Laroxin XR 37.5 mg hard prolonged-release capsules A ATEHLNR 1O NIEKAPCTBAT -

Jlapokcun XR 75 mg TBEBpAH Kancyiu ¢ YABMKEHO ucmﬁomasz!ﬁ@” Pez. Ne ... A ZAMID ST LT )
Laroxin XR 75 mg hard prolonged-release capsules ' PazpeiieHue Ne ) _-
| Fooyg-y 03011

3G/MA/MP - y, ) ;

Jlapokcun XR 150 mg TBLpAM Kancy/H ¢ YALHKEHO 0CBOOOMXKAa ape h; """""""""""""""""""""""""""""""""" |
Laroxin XR 150 mg hard prolﬂnged-re]ease CﬂpSll]ﬂS gooperue Me e e j

2. KAYECTBEH U KOJIHYECTBEH ChCTAB

Laroxin XR 37.5 mg
Bcgka Tebpaa Kancyna ¢ Yab/hkeHo 0cBobmKaaBaHe ChbAbpxa BeHNagakCHHOB XMAPOXJIOPU,

eKBUBaNeHTeH Ha 37,5 mg BennadakcuH (venlafaxine).

Laroxin XR 75 mg
Besika TBBpaA Kancysa ¢ yAbDKeHoO ocBodoXKaaBaHe Chabpka BeH1ahakCHHOB XHAPOXJIOPHA,
eKBUBAJEHTEH Ha 75 mg Benadakcul (venlafaxine).

Laroxin XR 150 mg
Bcsaka TBbpaAa Kancyna ¢ yab/DkeHo ocBobokaaBaHe ChAbpKa BEHIaaKCHHOB XUAPOXIOPHII,
eKkBHBaneHTeH Ha 150 mg BewnadaxcuH (venlafaxine).

[ToMoliHH BeLIleCTBa ¢ U3BECTHO JIEHCTBUE:
Laroxin XR 37,5 mg
Beska TBBpaa Kancyna ¢ yabhkeHo ocsoboxaaBaHe cuabspka 34,9 mg 3axaposa.

Laroxin XR 75 mg
Bcska TBbpaa Kancysa ¢ yanbkeHo ocBoboxaaBaHe cuabpxa 69,9 mg 3axapo3a.

Laroxin XR 150 mg
Bcaka Teupaa kancyna ¢ yabinkeHo ocsoboxaasaHe cbvabpxa 139,7 mg 3axaposa.

33 NbJIHHUA CITHCHK HA MTOMOLIHHUTE BELLECTBA BHKTE TOUKa 6. 1.

3. JEKAPCTBEHA ®OPMA

Tebpaa kancyna ¢ yabJKeHo ocBoDOX JaBaHe

JlapokcuH XR 37,5 mg
Kancyau ot TBbpA KENaTHH, ¢ HEMPO3pauHO CUBO Karnaye U HENpO3pauHO PO30BO TAJIO, HAITBJIHEHH

¢ benu no Gexosu MUKporpadHyam. Kancynure ca orneyatady ¢ 4epHo MacTHIO ¢ “VNL”BBpXy
Kana4eTo K YHCIoTo ,,37,5 Bbpxy TanoT1o. Kancynara e ¢ npubausurenty pasmepu 16 mm x 6 mm.

JlapokcnH XR 75 mg
Kancynu ot TBbpA *eNaTHH, ¢ HENPO3Pa4HO PO30BO Kanayve ¥ HeNnpo3pavyHo PO3ORO
HafbJIHEHH ¢ Oeny no 0exxoBu Mukporpadyan. Kancynure ca oTneyaTaHH ¢ YepHO
“VNL” sbpxy kanavero u 4HHCIOTO ,,75% BbpXy TAN0TO. Kancynara e ¢ npubamM3uT
20 mm x 7 mm.
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Jlapokcun XR 150 mg

Kancynu o1 TBBpA XKeNaTHH, ¢ HEMPO3paYHOo KadsaBO Kanaye v HEMpPO3paYyHO KadpAaBO TIO,

Halb/IHeHH ¢ Oenu o OexoBU MukporpaHyny. Kancyaure ca oTneyaraiy ¢ YepHO MacTHAO C
“VNL” ebpxy kanadero H uucnoro ,,150“ sepxy Tanoto. Kancyna'ra € C NPHOJIH3UTENHY pa3MepH

24 mm x & mm.

4, K/IMHHUYHH JAHHH
4.1 TepaneBTHUHH NMOKA3ARHSNA
JleyeHue Ha roneMu JenpecMBHHU €NMU30aH

3a NPEBEHLIMA Ha pCUHIOHB HA I'OJICMH ACTIPECHBHH €NH30AH

JleueHHE Ha reHEPATH3UPAHO TPEBOXKHO Pa3CTPOHCTBO.
JleueHHe Ha COUMATHO TPEBOXHO Pa3CTPOKMCTRO,
JleueHne Ha MAHHYECKO Pa3CTPOHCTRO, CbC WK Oe3 aropadobus.

4.2 Jlo3npOBKA H HAMHH HA NPUICKEHHE

Ho3uposka

[‘oneMy fenpecHBHU €NH301M

[IpenopruyBaHaTa HauanHa 103a 3a BeHNadaKCHH ¢ YAbIKEHO ocBoboxaaBaHe € 75 mg, npuiarana
BEAHLXK OHEBHO. [TauMeHTHTE, KOUTO HE OTrOBapAT Ha HavaslHaTa A03a OoT 75 mg/aeH, MoraT aa ce
MOBAUAAT ONaronpUATHO OT 1034, MOBHILEHa B0 MakcuMyM 375 mg/aen. IlosuuiasaneTo Ha no3arta
MOJKE /12 C€ M3BBLPIIBA HA MHTEPBA/U OT 2 ceaMUuM Wnn noseye. I1pu knnHuuHa HeoGXooHUMOCT
NOpaaH BAOLIABAHE Ha TEXECTTa Ha CHMITTOMHTE MOBHLLABAHETO HA 1038Ta MOXeE fa ¢€ H3BBLPIIBA
HA MO-YECTH UHTEPBAJIH, HO He MO-KpaTKu OT 4 JHH.

Ilopanu pHCK OT 10303aBUCHMM HEXKENAHH JIEKAPCTBEHH PEaKLMK NOBHIIABAHETO HA no3ara TpabGBa
1a ¢c€ H3BbPLIBA €AHHCTBEHO ClEA KIMHUYHA OLIEHKA (BXK. Touka 4.4). Tpadea na ce noAxbpxa HaM-

HHCKaTa e(pEKTHBHA N03a.

[Hauuenture TpadBa ga ce NeKyBarT 3a A0CTaTbhb4€H NEPHOA OT BpeMe, OOHKHOBEHO HAKOJIKO Mecea
HaK noseye. Jleuennero Tpadpa na ce npeoueHABa peAOBHO 338 BCEKH OTAENEH Cy4aii.
[TpoABIKATENHOTO JIEHEHHE MOXKE CBLLO Aa € NOAXOAALIO 3a MPeBeHLIMA Ha PEUMINB Ha TOIeMHU
ndenpecueHH env3onM (I'JIE). B noeevero cryyan npenopburTenHara 1034 3a npeBeHLMs Ha
peunausa Ha I JIE e crinara, kaTo U3nion3BaHaTa no BpeMe Ha HACTOALUHSA E€MH30.

AHTHIENIPECHBHHTE JIEKaPCTBEHH NMPOAYKTH TPAOBA 11a c€ NPOABLIDKAT 3a NOHE LIECT Mecena ciel
pEMHCHUATA.

I eHepaaM3IUPAHO TPEROXKHO PA3CTPOHCTRO

[IpenoprunTennara HaanHa no3a 3a BeHnahakCHH C yIBIDKEHO 0cBobOKaBaHe € 75 mg,
npujaraia BeAHbX AHEBHO. [lauHeHTHTe, KOMTO He OTroBapAT Ha Ha4YaHaTa 4034 OT 75
MOFaT Aa ce NOBJHAAT O1aroNpUATHO OT NMOBULIABAHE HA /103aTa A0 MAaKCHMyM 225 m g/
[ToBuinaBaHeTO HA RO3aTa MOXKE a Ce U3BBLPLIBA NPE3 HHTEPBANH OT 2 WM NOBEYE Cex

[Topann pMcKa OT 010303aBHCHMH HEXENaHW PeaKLiMH, MOBHLIABAHETO HA A03aTa TpadBa ,ha%; " el
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H3BBLPUIBA CaMo cliell KIIMHWYHA oleHKa (BX. Touka 4.4). Tpabea na ce noaabpka HaH-HUCKATA
edeKTHBHA A03a.

[1ainenTHTe TpﬂﬁBEl Aa 61::,[[3T JICKYBAHH 34 JOCTATDBHCH NICPHO OT BpCMC, OOHKHOBEHO HAKOJIKO
MCCELa UIH NOBCYUC. JleyeHueTo TpﬂﬁBﬂ Aa C€ NPCOLCHABA pCAOBRHO 34 BCCKH OTACICH cnyqaﬁ.

CouLuanHQ TPEBOKHO Pa3CTPOUCTBO

[IpenopbunTenHaTa HavyaiHa 1033 32 BeH1adakCHH ¢ YABDKEHO 0CBODOXAaBaHe € 75 mg, npuaarad
BeAHDK JHeBHO. HAMa noka3aTesicTra, Yye No-BUCOKMTE AO3H MOraT J1a 10BeAaT 10 AOMBJIHUTEIHA

noJja3a.

Bbhnpeku ToBa Npu OTAENTHH NALMEHTH, KOUTO HE OTTOBAPAT Ha HaYaNHKUTE 75 mg/aeH, 103aTta Moxe
Ja c€ NOBMLIMA A0 MAKCUMYM 225 mg/neH. [losHilaBaHETO Ha 103aTa MOXKE 112 CE€ W3BbPIiIBA Ha
UHTEPBAIH OT 2 ceAMHLIK UNU noBeye.llopaan pUCK OT J0303aBUCHMH HEXKENAHH NIEKAPCTBEHH
peakUdH NOBULLABAHETO Ha Ao03aTa TpAOBa na ce U3BBPLIBA CaMO CE] KIHHHYHA OLEHKa (BXK.
TouKka 4.4). TpsabBa na ce noaabpka Hal-HUCKaTa ePEKTHBHA A03a.

[lauuenTHuTe TPAOBa a ce NeKyBaT 3a AOCTATbYEH NEPHOA OT BpeMe, 0OHMKHOBEHO 3a HAKOJIKO
Mecella WK noseue. JleuenneTro TpadBa na ce mpeoueHsBa peaoBHO 3a BCEKH OTAENEH Ciyyai.

[laHHYeCcKO Pa3CTPONCTBO

[IpenopbuBa ce no3ara ot 37,5 mg/neH BennadakcuH ¢ yabixkeHO 0CBOOOAAABAHE 14 C€ U3MO/3BA B
NpOABKEHHE Ha 7 IHK, cNel KOeTo Ao3aTa TpadBa aa ce noBuwn A0 75 mg/aeH. [launenture,
KOMTO HE€ OTTOBapAT Ha Ji03aTa OT 75 mg/aeH, MOraT 4a c€ MOBIHALT On1aronpusTHO OT MOBULLIABAHE
Ha J03aTa 30 MakcHMYM 225 mg/aeH. IloBuinasaHeTo Ha J103aTa MOXKE a Ce H3BbpLLBA HA
MHTEPBAJIK OT 2 CEAMULIM WIH NoBeve.

[lopaau puck OT A0303aBUCHMHM HEKENAHH JICKAPCTBEHH PEAKLIHYM MOBHILIARAHETO HA A03aTa TpabBa
Ja Ce W3BLPILBA CAMO CIEA KNWHUYHA NpelucHKa (BXkK. Touka 4.4). Tpabsa na ce noagupxa Hakl-
HUcKaTa edeKTHBHA 1034.

[MaunentuTe TpabBa fAa ce NeKyBaT 3a JOCTATbYEH MEPHOA OT BpeMe, OOHKHOBEHO 3a HAKOJIKO
MeceLla UK noeeue. Jleyenneto TpaOBa Aa ce NpeoLeHABa PEIOBHO 3a BCEKH OT/EJIEH Cay4a.

CuUMNTOMH HA OTHEMaHE, HaboAaABAHU NPU NIPEKpaTsaBaHe HA BeHIadakCHH

BHezanHoTo npekpaTaBaHe Ha NedyeHHeTo TpaORBa aa ce u3barsa. Koraro ce npeycraHoBsBa
Nie4eHHeTo ¢ BennagdakcuH, ro3ara TpabBa na ce NOHKXKaBa NMOCTENEHHO 3a MEPHUOA OT MOHE efgHa A0
JBE CEAMHLY, 3a Aa C€ PSAYLIMpa PUCKBT OT PEakUMU Ha OTHEMaHe (BxK. ToMKH 4.4 1 4.8). Bee nax
BpeMeTo, HeoOX0AMMO 32 NOHMXKaBaHe Ha 103aTa, MOXKe 11a 3aBMCH OT J03aTa, NPOIb/KHTETHOCTTA
Ha TEPANUATA M NAUUEHTA HHAWBHAYATHO. [IpH HAKOHM NMaLUEeHTH MOXe Aa C& HAMOXKH
MpeKpaTABaHETO Ha JIEYEHHETO Ja CE€ U3BBLPLUH MHOIO NMOCTENEHHO B MPOALHKEHHE HA MeCcellH WH
3a M0-AbJbI NIEPHOA OT BpeME. AKO ciiell MOHWKaBaHe Ha 403aTa WM MPH NpeKpaTABaHe Ha
JIEYEHUETO Bb3HUKHAT CUMIITOMH HA HENOHOCHMOCT TpAOBa 1a ce Bb300HOBU NpeAnKcaHaTa fnpeau
TOBa 1034, CJIed KOETO JIEKapAT MOe 1a NPOAL/KK Aa NOHMIKABA 103aTa, HO NO-TOCTENEHHO.

CneuuanHu nomyaaumy

[lauMeHTH B CTapyecKa Bb3pacT

He ca Heo6x0aMMH CRELHanHy KOPEKLHH Ha J103aTa Ha BeHNadakCHH Bb3 OCHOBA Ca
Ha MalueHTa. Bhnpeku ToBa ce H3UCKBA NOBHLLIEHO BHUMAHHWE NPH JICUYEHUETO Ha N
cTapuecKka BbL3pacT (Hanp. Nopain Bb3MOKHO 6BOpeUHo yBpekaaHe, Bb3MOXKHUTE
YYBCTBUTEJIHOCTTA U aQHUHHTETA KbM HEBPOTPAHCMHTEPH, HACTLIBALLM ChC CTapee
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T‘pHﬁBﬂ fa C€ U3NO0J13Ba HAN-HUCKATa E?ElJEI{THBHa 4034 H NALlHCHTHUTC TpﬂﬁBﬂ Aa CC NpoCyICAABAT
BHUMATENHO, KOI'daTO C€ HaJlara NOBHLIABAHE HA N034Ta.

[TauMeHTH ¢ YepHOAPOOHO YBPEKIAHE

Ilpr naumeHTHTE ¢ NE€KO A0 YMEPEHO YepHOAPOOHO YBpEKAaHe NO NpaBuio Ao3ata TpadBa na ce
noHnxH ¢ 50 %. Bunpekn ToBa, nopaan MHTEPHHAHBHAYATHATA BApHAOWIHOCT Ha KIHPDBHCA €
Bb3MOKHO WHAMBUIYAITHU3UPAHE HA AO3HPOBKATA.

[Ipn nauueHTH ¢ TexKO YepHOAPOOHO YBpEXKAaHE NaHHWTE ca orpaHUM4eHH. [1penopruga ce

MOBULIEHO BHUMAHHUE H NOHWXKaBaHe Ha Ao3aTa ¢ Han 50 %. Tpsabea na ce npelLieHK NOoTeHLMATHATA
[10Ji3a CNPAMO PHCKa OT JICYEHHETO HA NALUEHTH € TEXKO YePHOAPOOHO yBpeKaaHe.

[laureHTH ¢ 6BOpeuHo YBpexKaaHe

3a NaUMeHTH CbC CKOPOCT Ha raomepyaHa puatpaums (CI'd) mexay 30-70 ml/min ce npenophusa
MOBHLIEHO BHHMAHHE, BLIIPEKH Y€ HE € HeoOXoauMa NMpoMsiHa B JO3MPOBKATA. 3a NALUMEHTH, NPH
KOMTO C€ Hajara XeMoauanu3a, U NpH NaLMHEHTUTE C TEKKO OnOpeuHo yBpek1aHe

(CI'® < 30 ml/min), no3ara Tpabea aa ce nomwxu ¢ 50 %. [opann uHTEpHHAUBKHAYATHATA
BapHaOUIHOCT B KIIMPBHCA NPH TE3H NALMEHTH € Bb3MOXHO HHAUBHAYAIUIUPAHE HA NO3UPOBKATA.

[lenpnatpuyHa nonyaauus

BeHnadakcHH He ce npenopbuBa 3a ynorpeda npH jela H KOHOLLIH.

KOHTpOonaHpaHH KIHHHYHH NPOYYBaHHS TP J€La U KOHOLIHN € TONAMO AENPECHBHO Pa3CTPOMCTBO HE
NOKa3BaT €PUKACHOCT K He NoakpenaT ynorpebara Ha BeHnadakCHH NPH TE€3N NAUMEHTH (BXK.
TOYKH 4.4 1 4.8).

EdukacHocTTa M De3onacHoOCTTa Ha BeHNadaKCHH 3a APYTH NoKa3aHHs NPH Jella U FOHOLIHX Ha
Bb3pacT noa 18 roaMHK He ca YCTAHOBEHH.

HauuH Ha npuaoxeHue

3a nepopaHO NPUIOKEHHUE.

[Tpenopbusa ce kKancyauTe BeHNahakcHH ¢ YADKEHO 0cBOOMKAABAHE 1a CE NPHUEMAT ¢ XpaHa,
NpUONMM3HTENIHO N0 €HO M CbILIO BpeMe Bceku AeH. Kancynure TpaOBa Na ce NOrNbLIAT LENH C
TEYHOCT K He Tpa0Ba a c€ OTBapsT, pa3MauKBaT, ALBYAT WIH pa3TBapAT.

[laLmeHTHTE, NEKyBaHH ¢ BeHNnadakcuH TabneTku ¢ He3a0aBHO OcBOOOXKAaBaHE, MOraT Aa NIPeMUHAT
Ha JIEYEHHE C BEHTA(PaKCHH KancyJ/iu ¢ yAbJDKEHO 0CBOOOXKAaBaHE, KaTO C€ M3NOoJI3Ba Hal-0nn3kara
eKBUBAJICHTHa AHEBHA 103a. HanpuMep Bennadaxcud TadneTku ¢ He3adaBHO OCBOOOXKAaBaHE

37,5 mg aBa MbTH AHEBHO MOraT Aa Ce 3aMEHAT ¢ BEHIA(aKCHH KamNCyju ¢ YABIXKEHO
ocBOOOXKAaBaHe 75 mg BEAHDBK AHEBHO. BL3MOKHO € na ce HaoKaT HHAMBHAYAIHH KOPEKLIMH B
NO3UPOBKATA.

BennagakcHH KamncyiM ¢ YAbIDKEHO OCROOOKAaBaHE CbABPYKa MHKpochepH, KOUTO ocsobox1aBat
baBHO aKTHBHATA CbCTaBKa B XpPaHOCMMW/IATeNIHUA TpakT. HepazTBopuMara 4acT OoT Te3u MUKpocdepH
ce eNMMHHHUpa U MOXKE 1a C€ OTKpHE BLB (elieca.

4.3 IIpoTnBONOKA3AHHA

CBpBXYYBCTBUTEAHOCT KbM @KTHBHOTO BELLECTBO HIM KbM HAKOE OT NOMOLIHHTE BE
H30poeHH B TOUKa 6.1.
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CbObTCTBALLO JSICUEHHE C HEOOpaTUMHA HHXWOHTOPH HA MOHOaMUHOOKcHaa3aTa (MAOU) e
MPOTHBOINOKA3aHO, NOPAJH PUCKA OT NOABA HA CEPOTOHMHOB CUHAPOM ChC CUMNTOMH KaTo pb30yaa,
TpeMop U xuneprepmus. JleueHue ¢ BeHnaakcHH He TpaOBa aa ce 3ano4ea noHe 14 aHu caen
MpeyCTaHOBABAHE HA JEeYEHUETO ¢ HeobpatuM MAOH.

Ynorpetara Ha BeHnadakcuH TpaOBa Aa ce ApeKpaTH NMoHe 7 AHW NpedH Ha4an0TO Ha Teparus ¢
Heobpatum MAOH (Bx. Touku 4.4 u 4.5),

4.4 CoennaiHH OpeAYNPpeXAeHHA H NPeANA3ZHH MEPKH NPH yNoTpeda
[Ipeno3upate

[TauuenTuTe TpAOBa Aa OblaT chbBEeTBAHW A4 HE YNOTPedABAT ANKOXO0, NPEJABHA HETOBOTO
B3AcHicTBUE BbpXY LIHC M BepodTHOCTTA OT KAMHWYHO BAOWIABAHE HA ICUXHUYHOTO CLCTOAHUE
KaKTO H BEPOATHOCTTA 33 HEXKEJIaHW B3aUMOIEHCTBUSA ¢ BeHJIa(aKCHH, BIITIOYHTENHO e(eKTH Ha
notuckaHe Ha LIHC (Touka 4.5). Crobiuasa ce 3a npeao3upane ¢ BeHyiadakCuH NpeanMHo B
KOMOMHALMSA ¢ AIKOXON WHIH APYIH JIEKAPCTBEHH MPOAYKTH, BKIIIOYHTENHO CY4YaH ¢ jieTaleH
u3xon (Touka 4.9).

B peuenTtuTe BeHnadakcuH TpAaOBa c€ U3NMKCRA B HAH-MANKOTO KOJHUYECTBO, KOETO € ChIOCTABUMO C
MpaBHWIHOTO JieYEHHE Ha NAaUKMEHTAa, 3a [a C€ HaMaJld PHCKbLT OT npeao3HpaHe (BWKTe 4.9).

C}’HLI,H,[[HH ONMHTH/CYHLIWIHH MHCJIH WIH BIIOWIABAHE HA KJIMHUYHOTO CHbCTOSHUE

Jlenpecudra e CBbp3aHa ¢ MOBHIUEH PUCK 32 CYMUHIHH MHUCIIH, CAMOHApaHABAaHE X CYULIMIHH ONHTH
(cyHunaH#u cuOuTHa). To3M PUCK NEPCUCTHPA A0 HaCTHIBAHETO HA 3HAYUMa peMHcHs. Thii kaTo
NoAoOpeHHUETO MOXKE Aa HE HACTBIM NPE3 MbPBHUTE HAKOJKO HIIH MOBeue CeAMHULM OT JIEUEHHETO,
nauveHTHTe TpAdBa 1a ce NpociensiBaT BHUMATEIHC 10 HACTBMBAHETO Ha TAaKOBa Noao0peHHue.
OOHYaRHHAT KIMHHWUEH ONHUT NOKA3Ba, Y€ PUCKBT OT CaMOYOHHCTBO MOJKE 1a C€ MOBHLIM B PAHHHTE
eTany OT Bb3CTAHOBABAHETO.

Jpyru NCUXUUYHHU CHCTOAHHMS, 3a KOMTO C€ NPEANUCBa BeHNa(paKCHH, MOraT ChLIO Ja ¢a CBbP3aHu ¢
MOBHLLUEH PUCK OT CYMLUMAHH CbOUTHS. OCBEH TOBA Te3U CHCTOAHMA MOTaT a ca KOMOPOUIHHU Ha
roMAMOTO AENPEeCUBHO pa3cTpoicTBO. CneaoBare/iHO, ChIINTE Npeana3sHi MEPKH, KOUTO ce
cbOnoAaBaT MPH JEUECHUETO HA NMALMEHTH C rofAMO JENPECHBHO pa3CcTpoiicTBO, TpAOBa aa ce
cb0NMI01aBaT M KOraTo ce NeKyBaT NAalMEeHTH ¢ ApYTH MCHXWYHH pa3CcTpOKCTRA.

M3BECTHO €, Y€ MPHU HAUMEHTHTE ¢ aHaMHE3a 3a CYHMLUAHHA CHOUTHA WIIH NPH KOMTO ce HabmoaaBa
3HAYUTE/IHA CTENEH HAa CYWUNIHA Hacalus Npeau 3anoUvpaHe Ha JeUYEHHETO PUCKDBT 3a CYHLIMIHH
MHMCITH MIM CYMUHAHH OFIHTH € NO-BUCOK W TpabBa aa 6baaT npocneasBaHi BHUMATEHO 10 BpEMe
Ha ne4eHMeTo. MeraaHannus Ha rnauedo KOHTPONHPAHUTE KIIMHWYHH NIPOYYBaHHKA Ha
AHTHAENPECAHTH MPH Bb3PACTHH NALMEHTH C NICUXHUYHH pa3CTPOHCTBA NMOKA3Ba NOBHUILEH PHCK OT
CYMLHAHO NOBEIECHHUE NPH NIEYEHHE ¢ AHTHAETNIPECAHTH B CpaBHEHHE ¢ MJ1auebo NpH NaLMeHTH Ha
Bb3pacT NOA 25 roguHu.

JIekapcTBeHarta Tepanug Tpabsa na ce ChbITbTCTBA OT BHUMATENHO NMPOC/AeAABaHE Ha NMALIHEHTHTE U
OCODEHO Ha TE3W C BHCOK PUCK CNIELIMAIHO B PAHHUTE €TalH Ha JICYUEHHETO H Cle] NPOMSIHA Ha

- po3zara. Ilaumenture (M TeXHHTe ODonHOrAeAa4uH) TpAOBa 1a ObAAT NpeaynpeacHH, Ye € HeoOX0AUMO
Ja MpocneasBaT 3a BCAKO KIKHUYHO BIOLIABAHE, CYMUMIHO NOBeJeHHE WIH MHCIH H HeOOHMYaHHH
NPOMEHH B NOBEAECHHETO, H He3abaBHO a NOTHPCAT MEAULIMHCKHU CHBET, aKO €a HATWYHH TE3H
CUMIITOMH.

CepOTOHHHOB CHHAPOM

KakTo U npy aApyru CEpOTOHHHEPrHYHHM CPEACTBA, TaKa H NPH JICYEHHe ¢ BeHnada
Hab/loaaBa CEpOTOHHHOB CHHAPOM, KOHTO € NOTEHUHATHO XKHUBOTO3aCTpallaBalio
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0co0€HO NpH CBLIBTCTRALUA YIIOTpeOa Ha ApYrH BEIUECTBA, KOUTO 3aCAraT CEPOTOHUHEPrHYHATA
HEBPOTPAHCMUTEPHA cHUcTEMA (BKIMIOYHTENHO TpunTaHK, SSRIs, SNRIs, TpuumxnuyHu
aHTHAENpPECaHTH, am{eTaMUHMU,, NTUTHH, CHOYTpaMHH, *KbJT KaHTapHOH (Hypericum perforatum),
onuouay (Hanp. 6ynpeHopduH, peHTaHKWN U HEFOBUTE aHANIO3H, TpaMaaoh, AeKCTpoMeTopdan,
TarneHTaaAo 1, NETHIHH, METAAOH H NEHTA30LHMH), 1eKAPCTBEHHU NPOAYKTH, KOMTO 3acsrat
MeTaboan3Ma Ha cepoTOHHH ( MAO-MHXUOUTOPH, KAaTO METHIEHORO CHHLO), NPEKYPCOpU Ha
cepoTOHMHA (KaTo TpUNTO(aHOBH 100aBKH) UJIH AHTUIICHXOTHLIM WIH APYTrH JOMTAMHHOBH
aHTarOHUCTH (BK. TOUKK 4.3 1 4.5).

CUMITTOMHMTE Ha CEPOTOHHHOBHUA CHHAPOM MOTraT Aa BK/JIKOUYBAT MPOMEHH B NCUXHUUHHA CTATYC
(nanp. pb30yna, XanoUMHAUMH, KOMA), HECTaOMNHOCT Ha BEr€TaTUBHATA HEPBHA CUCTEMA (Hanp.
TaXHUKAPAHA, HeCTAOWIHO KPBbBHO HaJIATAHE, XUIIEPTEPMHA ), HEBPOMYCKYJIHH HapyLUeHuUd (Hanp.
xuneppednexcHs, HeKOOPAHUHUPAHOCT) WHAN CTOMALLHO-YPEBHH CHMATOMHU (Hanp. rajieHe,
NOBpLLIAHE, AHapHA). CEpOTOHHHOBUAT CUHAPOM B HaW-TeXKaTa ¢H (opMa MOXe J1a Hanoaobssa
HeBponaenTUueH MaiirieH cuHapom (HMC), koilTo BKIOUBa XHNEPTEPMHA, MYCKYJIHA PUTHAHOCT,
BereTaTUBHA HECTAOMUITHOCT ¢ BB3IMOXKHU Obp3U KoNnebaHUa Ha )KU3HEHUTE NOKA3aTENU U IPOMEHH B
NCUXHWYHHUA CTATYC.

[Ipy KNUHKYKHO ONpaBAAHO €AHOBPEMEHHO JIEYEHHE ¢ BEHIA(PAaKCHH H XPYIH CPeCTBa, KOUTO MOTaT
4 OKAXaT BJIHAHHE BbPXY CEPOTOHHHEPTrHUHHUTE /MK JONAMHHEPrHYHHTE HEBPOTPAHCMHTEPHH
CHCTEMH C€ MPENnopLYBa BHUMATENHO HaOMOIeHHE Ha NaLMEHTa, 0OCOOCHO B HA4YaOTO Ha JIEHEHHETO
W NPH NMOBHLLIABAHE HA 103aTA.

EnHospemeHHaTa ynotpeda Ha BeHAaGakCHH ¢bC CEPOTOHUHOBH MpeKypcopH (Kato aobaBku ¢
TPUNTOdAH) HE Ce NpenopLYBAa.

TecHOBbMbAHA NMayxKomMa

Bw3MoxHO € aa ce nabnronasa MuapHasa, cBbp3aHa ¢ ynorpebara Ha BeHnadakcuH. [Ipenopbusa ce
NalHEHTHUTE ¢ NOBHLIEHO BbTPEOUHO HAJIATAHE HIIH MALMEHTHTE C PUCK OT OCTPA TECHOBIBIHA
rinaykoma (3aKpMTobIbiHa IJ1ayKoMa) 1a ce NpocneasBaT BHHMATEIHO.

ApPTEPHATIHO HATIATAHE

[Ipu ynorpeba Ha BeHNadakCHH HECTO ce ChoOImABA 32 A0303aBUCUMO NMOBHILABAHE HA
apTEpUATHOTO HanArade. B HAKOM ciiyyau npu NOCTMAapPKETUHIOBUS OMNMT ce CHOOLIABA 38 MHOIO
CWIHO MOBHLLEHO KPbBHO HanfAraHe, M3MCKBaLLo He3abaBHO JieueHne. Bcuuky nauueHTH Tpabsa na

OBAAT BHUMATEITHO CKPHHHPAHH 34 BUCOKC apTCPHANHO HANMATAHC U CBINCCTBYBAlLIaTa XHICPTOHHA
Tpﬂﬁﬂa Ad €€ oBNaace rnpcin Ha4anoTo Ha JICHCHHCETO, KP'I::BHDTO HaJIAraHC TpﬂﬁBEl Aa CC NNpoOChCasARa
NCPpHOIAUYHHO CJIC] HAYATOTO HA JICHCHHCTO N CJIC] NOBHUIABAHC HA JO3HTC. TPHSBH Ada c€ 1noaxoxna
€ NMOBHIWCHO BHHMAHHE INPH MALIHECHTHTEC, HHETO OCHOBHO 3a00/1BaHE MOXeE Na ce KOM NpoMCTHpAa OT
NOBHILUICHOTO KPBBHO HANATAHC, HAIIP. OHE3H C HApPYUICHA ChpACHHA EIJyHI(U,Hﬂ.

CppaedHa 4ecToTa

B13MOXHO e aa ce HabaroaaBa NoBULLIEHA ChpAEYHA 4eCTOTa, OCOOEHO NMPH NpHIaraHe Ha MO-BHCOKH
no3u. TpsabBa aa ce noaxoxaa ¢ MOBUIIEHO BHUMAHHUE NPH NALKEHTH, YHHTO OCHOBHH 3a00s19BaHNg

MOTaT /1a C€ KOMIPOMETHPAT OT NOBHILEHATA ChPAEYHA YECTOTA.

CobpaeuHo 3a6012BAHE U PUCK OT ApHTMMUA

BeHnagakCHH He € OLEHsBaH NPH NalMEHTH ¢ aHaMHeE3a 3a CKOPOLIEH MHOKapAeH HH / LML

HecTabWIHO cbpieuHo 3aboaBaHe, nopagy KoeTo Toi TpadBa aa ce U3Moa3Ba ¢ NOBHLE

BHHMAHHE NPH Te€3H NMaLHEHTH. §
=
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(TdP), kamepHa Taxukapaud U GataiHyu CbPASCHHH aPUTMHH, CBBP3aHHU C U3NON3BAHETO HA
BeHNadakCHH, 0COOEHO NpPH Npea03upaHe WK NPHU NALWEHTH C APYTH PUCKOBH (aKTOpH 3a
yabmkaraHe Ha QT unrepeana/TdP. Tlpeau na ce npeanuiue peHadakCHH HA NALMEHTH ¢ BUCOK
PUCK OT CEpHO3HAa CbPJEUHA apUTMUA WM yabkaBaHe Ha QT untepeana TpabBa aa ce NpeLCHH
CHOTHOLLEHHETO non3a/puck (BxK. Touka 5.1).

[bpuyoBe

[Tpy Tepanus ¢ BenwnagakcuH Morar a HaCThNAT rbpuoBe. Bennadakcun, Tpabea na ce npunara ¢
MOBHUICHO BHUMAaHHWE NMPU NAUMEHTH C aHAMHE3a 3a MbPUOBE H 3aCErHaTUTE MaLueHTH TpAOBa fa ce
npocaenssaT BHUMATENHO. JleweHneTo Tpabpa aa ce cnpe npH BCEKH NaLMEHT, KOUTO Noay4dH
r>pHOBeE.

XUNoHATPUEMMUA

Ilpu nedyenue ¢ BennadakCHH MOraT Ja HaCTBLIIAT CIYHAH HA XUNOHATPEMUA W/ WM CHHAPOM Ha
HeaaekBaTHA cekpeLivs Ha aHTuavypeTuueH XopMoH (CHCAX). Tora ce chobuiapa Hai-4ecTo npH
NALKEHTH C XHIIOBONEMHUS WIH NPH AEXUWIpaTHpaHHu nauueHTH. [Ipy nauneHTH B cTapuecKka Bb3pacT,
NAUWEHTH,, TPUEMALIH JUYPETHLM, H NTALIMEHTH C XUIIOBONEMHUA MO APYrH NMPHYNHH PUCKBT MO
OTHOLLUEHHE Ha TOBa ChOUTHE MoXe aa Obje NO-BHCOK.

[1aTONOrHYHO KbPBEHE

JleKkapCcTBEHU NPOAYKTH, KOUTO UHXUOUPAT 0OpaTHOTO 3aXBalllaHe Ha CEpOTOHHHA, MOTaT Ja
oTcnadbaT aeHcTBUEeTo Ha TpoMbouuTHTe. CHOHTHATA HA KbPBEHE, CBbP3aHH ¢ ynoTpebara Ha SSRI 1
SNRI ca oT ekxMMO3H, XEMATOMH, €MUCTAKCHC U NETEXHH A0 CTOMALIIHO-YPEBHH H
KuBoTosacTpawasauii kpbouiner,; SSRI/SNRI morar ga ysenuuar pucka ot nocaepoaoso
KpbBOTEUEHHE (BXK. ToukH 4.6 1 4.8). Ilpn nauueHTy, npveMauiv BeHnaaKkCHH PHCKBT OT KbpBEHE
MOX€E Ja Obae nosuilieH. Bennagakcun Tpsbsa na ce #3nosi3ea ¢ NOBUILIEHO BHHMaHHeE MNpH
MauHeHTH, NpeaApa3sNoNIoKEHH KbM KBPBEHE, BIJIKOUYUTEIHO MALHEHTH Ha @HTHKOAryJlaHTH H
HHXMOUTOPH Ha TPOMOOLIMTHATA arperauus.

CepyMEH XONecTepot

B nnaunebo KOHTpOAHPAHH KIHHHUYHY NTPOYUBAHKA /e NeHeHHue ¢ BeHAa(haKkCHH B NMPOAb/DKEHHE Ha
NOHEe 3 Meceud € HabTIOAaBaHO KIIMHUYHO 3HAYUMO MOBHILIABRAHE HA CEPYMHHS XONECTEPOI MpH

5,3 % ot nexkyBaHHuTE ¢ BeHNadakcuH nauueHTH ¥ npu 4,0 % ot nonyuasanute ¢ niauedo
nauveHTy. [Ipy nposexnane Ha NPOABLIHKUTENHO JCUeHHUE TpAOBa Aa ce ONpeaenaT CTORHOCTHTE Ha
CEPYMHHA XONecTepol.

CBbBMECTHO NPHITOKCHHUC ChC CPEACTBA 34 MOHHWKABAHE HA TEJNCCHOTO TCIJI1O

be3zonacHocTTa H €PUKACHOCTTA Ha TepanuATa ¢ BeHnadakCuH B KOMOUHALMA ChC CPeACTBa 32
NOHKH)XaBaHE Ha TENJIOTO, BKIIOUYMTENHO (PeHTEPMHH HE ca ycTaHoBeHH. He ce npenopbuBa
CLBMECTHOTO NMPHIIOKECHHE HA BEHITA(PAKCHH U CPEACTBA 3a MOHMXABAHE Ha TEJECHOTO TETIO.
BennadgakcyH He € NOKa3aH 3a NOHKWKaBaHe Ha TENJIOTO KaTo CAMOCTOATE/THO JIEYEHHE WITH B
KOMOWHaLua ¢ ApYry JeKapCTBEHH NMPOAYKTH,

MaHugs/XxunoMaHus

IIpn Manika yacT OT NAaUHEHTUTE € MPOMEHH B HACTPOCHUETO, KOMTO Ca NoJyyaBaiu
AHTHAENPECAHTH, BKJIIOUYUTENTHO BEHIaPaKkCHH, MOXKe 12 HACTBLIH MaHUA/XHTOMaHUS
TpsabBa na ce U3MoN3Ba BHUMATENHO NPH NALMEHNTHTE ¢ aHAMHeE3a WIH (paMuiHa aHa
OUNOJIAPHO Pa3CTPONCTBO.
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Arpecus

[Ipy HAKOKM NALIMEHTH, KOWTO Ca NOJyHaBalH AHTHACTIPECAHTH, BKIIFOUHTENHO BeHNadakCHH, MOXe
Aa HACTBIH arpecus, KoeTo ce HabAaBa B HAYAIOTO Ha ACYEHHETO, NP NPOMSAHA Ha 103aTa N
pekparsapaHe Ha JeueHreToHennagakcuH Tpadbea aa ce H3MON3Ba ¢ BHHMAHHE NPH MALMEHTH C
aHaAMHe3a 3a arpecus.

[IpekpaTaBaHe Ha JIEYEHUETO

Hobpe uzBecTHO e, ue npH aHTHaenpecaHTHTe ce HAbMOAABAT ePEKTH NPHU NPEeKpPaTABAHE HA -
ICYEHUETO H NOHAKOra Te3HU epeKTH MoraT Aa ObaaT MPOABLKUTENHH M TeXXKH. [Ipy npoMsHa B
NO3UPOBBLUYHATA CXEMA Ha BEHIA(AKCHH, BKIIOYHTENIHO H NIPH NPEKPATABAHE Ha JIEUEHHETO, NPH
NALMNEHTUTE ca HAOMIOAABaHU caMOyOUIHCTBO/MHUCIIH 32 caMOYOUICTBO W arpecud. CneaosaTenHo,
nanueHTHTe TpadBa Na ce HabnoaaeaT ¢ NOBUILEHO BHUMAaHUE MPH NOHWXXABAHE Ha J03aTa HIIH TPH
MpeKpaTABaHe Ha JICYEHHUETO (BXK. NO-rope B Touka 4.4 - CaMoyOHiACcTBO/MHCAH 32 caMOyOHIiCTBO
WIH KIMHHYHO BIIOLIABAHE ¥ arpecus). CUMNTOMUTE Ha OTHEMAHE, KOraTo ce NpeKpaTsaBa
NIEUEHHUETO ca Y€CTH, OCODEHO aKo NPEKPaTABAHETO € BHE3aNHO (BX. To4Ka 4.8). B knHHHYHK
MpOy4BaHHs HEXKENAHUTE ChOUTHA, KOMTO ce HabioAaBar Mpy NpeycTaHOBABAHE Ha JIEHEHHETO (TIPH
MOCTENEHHO CIIHPAHE U CAEA NOCTENEHHO CNKpaHe) 3acarat npubnusurenHo 31 % or nauueHTHTE,
nexyBaHH ¢ BennadakcuH U 17% ot nauneHTUTE, NpUeMalllH rwianedo.

PHCKBT OT CUMITTOMH Ha OTHEMaHe MOXE AA 32aBUCH OT HAKOJKO (aKTopa, BKIKHUYUTENHO
MPOAB/KMTETHOCTTA H JO3aTa Ha JICUEHHETO H CKOPOCTTa Ha MOHWKaBaHe Ha qo3aTa. Hatli-uecto
cbOOLABAHUTE pEeaKLMH Ca 3aMasHOCT, CEH30PHHU HapylleHHs (BKIIOUYHTENHO Napectes3us ),
HAPYLICHHSA Ha ChHA (BKIIOYHTEHO O€3ChbHME W HAMPErHaTH ChHHULLA), 5€3NOKOHCTBO HIH
TPEBOXKHOCT, rajiecHe /W NOBpbIUaHe, TpeMOp, IN1aBobonye, 3pHTENIHY YBPEXKAaHHA 1
XHUNEepTOHHA. OOUKHOBEHO T€3W CUMITOMM Ca NNEKH A0 YMEPEHO TEXKKH, HO NPU HAKOH NALUEHTH
MOraT Aa OBJaT TEXKKH N0 HHTEH3UTET. Te 0OMKHOBEHO HACTBLINBAT B PAMKHTE Ha ITbPBHTE HAKOJIKO
AHH OT NPEKPATABAHE HA JICUEHUETO, HO HMA MHOIO peAKH CLOOIIIEHHS 32 TAKMBA CUMNTOMH NMPH
MaLHEHTHTE, KOUTO Ca MpOMyCHalH 2032 1o HeBHUMaHUe. [1o npuHUMD Te3n CHMATOMY ca
caMOOrpaHn4aBallly c€ H OOMKHOBEHO OT3BYHaBAT B PAMKHUTE Ha 2 C€AMMLIM, BBMNPEKH YE NPH HAKOH
Xopa Te Morar Aa ¢a No-NpoAL/DKHATENHH (2-3 Meceua WM noseye). ETo 3aino ce npenopsusa ao3arta
Ha BeH1a(aKCHH [a ce OHW)KABA MOCTENEHHO NPU NPEKPATABAHE Ha JICHEHHETO 3a MEPHOA OT
HAKOJIKO CEAMMLIM HIIH MECELIM CNIOPER HYXKAUTE HA nauueHTa (BxK. Touka 4.2). [lpu HakoH
MALMEHTH NPEKPATABAHETO HA JIEYEHHETO MOXKE J1a OTHEME MECELIU WK TTOBEYE,

AKaTH3INA/MCUXOMOTOPHO He3noOKONCTBO

Ynotpebarta Ha BeHJIaakCHUH c€ CRBP3Ba C NOABA HAa aKaTH3HA, XapaKTePH3HPaLlla CE ChbC
CYOEKTHBHO HEMPHATHO WM HU3TOLABALLO O€3NOKOMUCTBO U HEOOXOAHMOCT OT UYECTO ABHIKEHHME,
CBLINPOBOAEHA OT HECTIOCOOHOCT A4 C€ CTOU CMOKOHHO B CEIHANO HIIH W3NPABEHO MONOKEHHE U Hail-
YeCTO ce HabmoaaBa npe3 MbPBUTE HAKOJAKO CEAMHLH OT JieueHHeTo. [Ipy naumeHTu, Kouto
NoAy4aT T€3H CUMITTOMH, NOBHLIABAHETO HA A03aTa MOXKE Ja € naryOHo.

Cyxora B ycTarta

3a cyxoTa B ycrarta ce cboOwaea npu 10 % ot naupeHTHTE, JIEKYBaHHU ¢ BEHNAPAKCHH, KOETO MOKE
ia MOBHIUM PHCKa OT KapHec. [launenTure Tpabea ga ObIaT NoCHLBETBAHM KOJIKO BaXKHO € [a Cria3BaT
XMI'HEHA HA YCTHAaTa KyXHHa.

Huabet

[lpn nauneHTH ¢ QUabeT, ieHeHNETO ¢ MHXUOUTOPH Ha 0OpaTHOTO 3aXBalllaHE Ha CEPOTO
(SSRIs) nnn BennadakcHa Moxe J1a NOBJIUSE INTHKEMHAYHHAA KOHTPO. Bb3MOXHO € aa ¢

ObIAT KOPUrMpaHW O3UTE HA HHCYJIMHA W/WIK NEPOPAIHHTE aHTHAWAOETHH CpeacTsa. |
|
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CekcyanHa AMchyHKLMS

Huxubutopute Ha 0OpaTHOTO 3axBalllaHe Ha CEPOTOHHHA W HopaapeHanuHa (SNRIs) morar na
NPUUHHAT CUMITTOMHM Ha ceKcyanHa nucdyHkums (Bx. Touka 4.8). Mma cpobuienuns 3a
MPOAL/DKHTEAHA CEKCYanHa TUCPYHKUUA, MPH KOATO CHMITOMMUTE NPOJLIKARAT BBIIPEKH
NMPEKbCBAHETO Ha nprema Ha SNRI.

B3anMoaeicTBrs eKapcTBO-1ab0paTOPHH TECTOBE

[Ipu naumeHTH, NnpueMauly BeHnadakCcHH ce cboOLiaBa 3a PamLHBO MONOKUTETHHTE
MMYHONOTHYHHA CKPUHUHT H3CNeaABaHUA Ha ypHHATa, 3a onpeaestsHe Ha deHuuknuauH (PCP) u
am(eTaMHH, KOETO C€ AB/IKH Ha JIUICaTa Ha cneuMPUYHOCT Ha CKPHHUHIOBHUTE TecToBe. Manuimeo
MOJIOXKMTENIHK PE3YTaTH MOraT Ja C€ O4aKBaT HAKOJIKO 1HH CJell MPEKpAaTABAHE Ha TepanusaTa ¢
BeHaadakcHH. BennadakcuH moxe na ce paznuuu or PCP U aMdeTramMuH upes nOoTBbPXKAaBallH
TECTOBE, KaTO HAaNMpUMeEp TeYHa XpoMaTorpadpusa/Mac-cneKTpoMeTpHS.

[loMOLIlHH BELLECTRA:

Jaxaposza

[TaumeHTH ¢ peaKH HacieACTBEHH NPobJIeMH Ha HEMOHOCHUMOCT KbM (PPYKTO3a, MI0K030-
ranakTrosHa mManabcopdbuna unn zaxapazo-u3oManTaseH Ae(pULUNMT He TpabBa na npremar To3M
JIEKapCTBEH NMPOLYKT.

IleanaTpryHa noOynauUMs

Jlapokcun XR He Tpsa0Ora ga ce »3non3ea 3a JieueHHe Ha Aela W FOHOLIM Ha Bb3pacT noj |8 roauHw.
CyHUMIHOTO NOBeAEeHHE (CYHLIMAHH ONMTH ¥ CYMUHIHNA MHCIIH) H BpaXaeOHOCT (IIaBHO arpecks,
OMO3ULIMOHHO MOBEACHHE M FHAB) ce HabN10AaBa NMO-YECTO NPH KITHHUYHHTE NPOYYBAHUA Cpel Aela
A JOHOLIH, JICKYBaHH ¢ AHTHAETIPECAHTU, B CPABHEHUE C TE3H, JIEKYBaHH ¢ nnauebo. Ako Bb3 OCHOBA
Ha KTHHHYHHUTE HY>KIH HE3aBHCHMO OT TOBA CE€ B3EME pellCHHUE 3a icueHHe, NauHeHTLT TpabBa fa ce
[poc/ieAsBa BHHMATEIHO 3a NOSBaTa Ha CYULHAHW CUMITTOMH. OCBEH TOBa JIMNCBAT JaHHH 3a
AbArocpoyHarta 6€30NacHOCT NMpH Aela W FOHOLLM MO OTHOLUEHHE HA PACTEKA, Ch3PSABAHETO U
KOFHUTHBHOTO U NOBEAEHYECKO Pa3BUTHE.

4.5 BianmoaelcTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH H APYTrH GopMH HA BIaHMOelCTBHE

HMuxubutopn Ha MOHoaMHHEOOKcHaazaTta (MAOH)

Heobpamumu, necenrexmusnu MAOH

BeunadgakcuH He TpadBa 1a ce W3noJI3Ba B KOMOMHALMS ¢ HeobGpaTHMu HecenekTHBHH MAOU.
JleueHue ¢ BeHnadakcHH He TpadBa aa ce 3anousa noxe 14 AHU cien CNHpaHE Ha JIEYEHHUETO ¢
HeoOpaTMu HeceneKTHBHH MAQH. JleuenneTo ¢ Bennadaxkcui Tpabea aa ce rnpeycTaHOBH NOHE
7 IHHW Npey 3anoyBaHe Ha JeueHHUe ¢ HeobpaTuMu HecenlekTiBH MAOMU (Bx. Touku 4.3 1 4.4).

Obpamum cenexmusen MAQO-A unxubumop (Moxrobemuo) |
[lopaau pricka OT CEPOTOHHMHOB CUHAPOM KOMOMHALIMATA OT BeHAadaKkCHH ¢ 00paTUM M CeJIEKTHBEH
MAOMH, karo moknobemua, He ce npenopbuBa. Cnea neyenue ¢ obpatum MAO HHXHOUTOP MOXKe -
7a CE€ U3MOJI3Ba NEPUOA HA OTHEMAHE, NO-KpaTbK OT 14 AHH, NpeaH Aa ce 3aNnoY4HE NEUEHHUE C
seHnadakcHH. IlpenopbuBa ce leyeHUETO ¢ BeHNa(gaKkCHH Aa Ce NPeyCcTaHOBH HAH-MaNKo 7 JHH
npeaM 3ano4sade Ha neveHue ¢ obpatum MAOMH (Bxk. Touka 4.4).

Obpamumu necenexmuernu MAOH (nuneszonuo)

AHTHOMOTUKDBT NUHE30MUI e cnab, obpatuMm u HecenekTueeH MAOMU u He Tpabea na ce
NALKMEHTH, JIEKYBaHH ¢ BeHnadakcuH (Bxk. Touxa 4.4).
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[Ipy nauHeHTUTE, NMPH KOUTO HACKOPO € npekpaTeHo JeueHHeTo ¢ MAOH M € 3anouHaTo neveHue ¢
BeHna(akCHH, HIH NPH KOUTO HACKOPO € NpPeyCTaHOBEHA Tepanus ¢ BeHaadakCcHH, 3a a ce 3aloyHe
neuenre ¢ MAOMU ce cbobluasa 3a noABa Ha TE€XKKH HEXENAHM NEeKApCTBEHHU peakunH. Te3un peakumm
ca: TpeMop, MHOKJIOHYC, AMadope3a, raaeHe, NOBPBLUAHE, 3a4EPBABAHE, 3aMaAHOCT U XUTIepTEPMHUS
C NMPU3HALMK, HanoJ00ABaLK HERPOAENTHYEH MANTUTHEH CHHIPOM, MNPUYOBE U CMBPT.

CEpPOTOHUHOB CHHIPOM

KakTo u nNpH OCTAHAIMTE CEPOTOHHHEPrUMHH CPeCTBA, TAKA U MPH JIEYEHHETO ¢ BEHIadaKCHH
MOX€ 12 HACTBMKH CEPOTOHHHOB CHHAPOM - MOTERLHATHO XXHUBOTO3aCTPALLIABALIO CHCTOAHHME,
0c0oOeHO Npy eaAHOBpeMeHHa ynoTpeba Ha ApYTrH CpeACTBa, KOMTO MOTaT /1a NOBIHAAT
CEPOTOHHHEPrUyHaTa HEBPOTPAHCMUTEPHA CUCTeMA (BKITIOUHTENHO TpunTaHu, SSRIs , SNRIs,
TPULHMKIHUYHH aHTUAENPECAHTH, aM(peTaAMUHH, THTHiH, CHOYTpaMUH, XKBAT KaHTapHoH (Hypericum
perforatum), onnonau (Hanp. OynpeHopduH, beHTaHUN KU HEFOBUTE AHATO3H, TPaMano,
AekcTpoMeTOopdan, TaneHTaaon, NeTHANH, METAA0H U NEHTA30LMH), JE€KapCTBEHHU CpeACTBa, KOHTO
3acArat Mertabonn3mMa Ha cepoToHud (Hanp. MAOH karo METUIEHOBO CHHBO), MPEKYPCOPH Ha
CEPOTOHHHA (KATO TPHUNTO(GAaHOBH JOOABKH) UJIH AHTHIICHUXOTHIA WIH APYrH JONaMHHOBH
AHTArOHUCTH (BXK. TOUKH 4.3 1 4.4).

[IpH kKnHHKUYHA HEOOXOANUMOCT OT CBITLTCTBALUO JeUeHHe Ha BeHsladakcnH ¢be SSRI, SNRI unu
CEPOTOHHHOB PELENTOPEH arOHUCT (TPUNTAH), CE€ MPENOPBHUBA BHUMATEITHO NPOCNeAsBaHe HA
nauneHTa, ocobeHo B Ha4aloTo Ha TepanuaTa WiM MpU NOBULIABAHE Ha A03uTe. He ce npenopbusa
CLITLTCTBALLATA YNIOTpeda Ha BeHTad)aKCUH ChC CEPOTOHHHOBH TIPEKYPCOPH (KaTo TPHNTO(RHOBU
nodaBkH) (BXK. Toyka 4.4). |

1 IHC-akTHBHH BelLEeCTBA

PrcksT OT ynotpeba Ha BeHnagakcHH ¢ apyry LIHC-akTUBHU BellecTBa HEe € CUCTEMHO OLIEHABAH.
CnexoBaTenHo ce NMpenopbURa MOBHILEHO BHUMAHHE, KOTaTO BeH1aaKCHH CE TIpUEMA B
koMOHHauma ¢ apyru LIHC-akTuBHK BewnecTra.

ETaHon

[launeHTUTe TpaOBa Aa OBbAAT chBETBAHM Aa HE YNOTPEOABAT aNKOXO0N, NPEABH HErOBOTO
gb3aencTBrue BbpXy LLHC 1 BepoaTHOCTTa OT KIIMHHYHO BIOWIABAHE HA NCHXHYHOTO ChCTOSHHUE,
KaKTO W BEPOATHOCTTA 3a HEXENaHU B3aUMOINCHCTBUA ¢ BEHIA(DAKCHH, BKITIOYUTENHO €(EKTH Ha
noruckade Ha LIHC.

JlekapcTBEHU NPOAYKTH, KOUTO yAbkaBaT QT-HHTepBana

PucksT OT yasmkaeaHe Ha QTc wHTEpBaNna WKWK OT KaMepHH apuTMKU (#anp. TdP) ce nosuiuasa
MpU €AHOBPEMEHHO NPWIOHKEHHE Ha APYTH JIEKAPCTBECHH MPOAYKTH, KONTO yabkaBaT QTc
MHTEpBaANA. EAHOBPEMEHHOTO MPHUNOKEHHE HA TE3U ICKAPCTBEHH NPOAYKTH TpAOBa Aa ce nibarea
(BXK. TOuKa 4.4).

CboTBETHUTE KNACOBE Ca:
¢ kiac [A v 11 anTmapuTMuuM (HanpyMep XUHUAKMH, aMUOAAPOH, coTano, aodernnna)
HAKOR @HTHIICHXOTHLH (HanpuMep THOPHAA3HH)

HAKOH MaKpOJMIHAM (HaNpUMEP EPUTPOMHULIMH )

HAKOW aHTHUXUCTAMHWHH

HAKOW XHHOJIOHOBH aHTHOAKTepHanHu cpeacTBa (Hanp. MOKCH(UIOKCaALUMH)

CnUMCBHKEBT NO-rope He € HiuepnareneH H ynorpebara Ha APYryv 1eKapcTBEHH Npoay
M3BECTHO, Ye 3Ha4YuTEeNHO yarmkaeaT QT uHrepsana tpsdpa na ce u30Area.
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EdekT Ha pyru J1ekapcTBEHU MPOAYVKTH BLPXY BeriadaKkchH

Kemoxonazon (unxubumop na CYP3A44)

EnHo dapMakokMHETHUHO npoy4uBaHe ¢ keTokoHazon npu CYP2D6 ekcrensnesun (EM) u nowm
MeTabonu3atopu (JIM) nokasea, 4ye NpUNOKEeHHETO HA KETOKOHA30A BoAH Ao rno-roaaMa AUC 3a
pernagakcu (70 % n 21 % cnoreeTHo npu nuuara CYP2D6 JIM u EM) u 3a O-
aesmetunBernagaxcut (33 % u 23 % cvorsetHo npu anuata CYP2D6 JIM n EM) cnen npuem Ha
keToKOHa30/1. CorbTeTBalnara yrnorpeda Ha CYP3 A4 unxuburopu (Hanp. aTazaHaBup,
KNapHUTPOMHLIUH, HHAWHABHP, HTPAKOHA30J, BOPHUKOHA30, M03aKOHA30J1, KETOKOHa30,
HeA(HHABHUD, PUTOHABUP, CAKBUHABUP, TEIMTPOMHLMH) H BeHNIahaKCHH MOXKE a [OBHILH
KOHLIEHTpaUMUUTE Ha BeHnadakcud v O-ae3meTunBennadakcHH, NOpazax KOeTo ce Npenopbysa
BHHMaHHE, aKO TEpanuATa Ha nauveHTa Brousa UHXHOUTOp HAa CYP3 A4 1 BeHnadakcHH
€IHOBPEMEHHO.

Edext Ha BeHnadakCHH BbpXY APYTH JEKAPCTBEHH NPOAYKTH

Jumuu
[Tpu cbnbTeTBaA YynoTpeba Ha BeHNadakcHH ¢ JIUTHH MOXKE 1a HACTbIY CEPOTOHHHOB CUHAPOM

(BX, "CEepOTOHHHOB CUHAPOM").

JHuazenam

Bennadakcun HaMma edekTH BLpXY GapMakoKMHeTHKATa H dapMaKoAMHAMUKATA HA JHa3enaM u
HEroBUMs aKTHBEH METa0ONMUT Ae3MeTWINHazenaM. /lHazenamM HarineKna He nopivgBa
(apMaKoKMHETHKATa HUTO Ha BeHnadakcuH, HUTO Ha O-ae3Meruneennadakcul. He e ussecTHo
J4TTH ChLUECTBYBA (PapMaKOKHHETHUHO H/WIH PapMaKOAMHAMHUYHO B3aUMOJEHCTBHE C APYrH
OeH3onHazenNUHA.

Hvunpamun

BeHnagakcHH He noBaKHaBa GapMakOKHHETHKATa Ha UMUNpaMuH U 2-OH-imunpamusd. Uma
N10303aBUCHMO noHlieHne Ha AUC 3a 2-OH-ge3unpamun ¢ 2,5 no 4,5 nbTH, KoraTo ce npunarar
75 mg go 150 mg sennacpakcun auesno. UmunpamuH He noenussa papMakoKMHETHKATa Ha
seHnadakcuH U O-ne3MetunpeHnadakcui. He e H3BECTHO KAMHUYHOTO 3HAYEHHE HA TOBA
B3aumoaeiicTBHe. Tpabea na ce noaxoxaa ¢ NOBULICHO BHHMAaHHE NMPH ChBMECTHOTO NPHJIOKEHHUE
Ha BeHNadaKCHH U UMHNPaMHH.

Xanonepuoon
DapMaKOKMHETHHHO NPOyYBaHe C Xaionepuaoi nokassa 42 % noHuwxeHHe Ha oOLUMA nepopaieH

KanpbHe, 70 % nosuiuenre Ha AUC, 88 % nosuwenne Ha Cpax, HO HEe NOKA3Ba HUKAKBA NPOMAHA B
NoNyKUBOTA Ha xanonepuao. Tosa Tpabsa aa ce umMa NpeaBU/ NPU NALWEHTHTE, JIEKYBAHM C
XaJoNepyaos Y BeHnadakcHH eAHOBpeMEHHO. He e M3BeCTHO KAMHHYHOTO 3HaYEHHUE HA TOBA
B3aMMOCHCTBHE.

Pucnepudon

Bennagakcud nosuiuasa AUC na pucniepuaot ¢ 50 %, HO He NPOMEHS 3HaAYUMO
¢hapMakKOKHHETHUYHHA NPOPHIT Ha 06111aTa AKTHRHA 4acT (PHCNEPUAOH TUTIOC
9-xunpokcupHucnepuioH). He e M3BECTHO KIIHHUMHOTO 3HAUEHUE HA TOBA B3aUMOACHCTRHE.

Memonpoaon
ERAHOBPEMEHHOTO MPHIOKEHHE Ha BEHIAhAKCHH W METONPOJO Ha 3ApaBH A00POBOJILY NMPH EAHO
NpoyuBaHe 3a GapMaKOKHHETHYHO B3aUMOAEICTBHE 32 JBATA NEKAPCTBEHH NPOAYKTd BOAH 10
MOBHLUECHHE HA IUIA3MEHUTE KOHLEHTPALMK Ha METOTPOJIOJ ¢ npHOnusnTesHo 30-40%, 6e3
NMPOMEHA 1a3MEHHTE KOHLIEHTPALWU HA HEMOBHA aKTHBEH METabOJIUT a-XHUPOKCHMET
€ W3BECTHO KJIMHUYHOTO 3HAYE€HHE Ha Ta3H HaXOJKa NpPH MALHEHTH ¢ XUNEPTOHHus. M
NpoMeHs PapMaKOKHHETHUHHSA NpodpHl Ha BEHNadaKCUH MK Ha AKTHBHHUA MY MeTa
O-ae3meTwisernadpakcuH. M3ncksa ce nosuiIeHO BHUMaHKE NPH €1IHOBPEMEHHOTO! Il
BeHJIapaKCHH W METOIPOJION. "
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Hrounaeup
PapMaKOKHHETHYHO NPOYUYBaHe C HHAUHABUP nokas3ea 28% noumwxenne Ha AUC u 36%

NoHWKeHUE Ha Cmax 32 MHAMHABUP. MHanHABHP He NOBAMsABA GapMaKOKHHETHKATa Ha BeHIadakcHH
u O-ae3MeTunsennadakcud. He e M3BeCTHO KIIMHUYHOTO 3HAYEHHE HA TOBA B3aUMOICHCTBHE.

Jlexapcmea, koumo ce Memaboauzupam upes u3oeH3umMu Ha yumoxpom P450

H3cneaeauusaTa in vivo NMoKa3Bat, 4e BeHnadakcHH e OTHocHTenHO cnab nnxubutop Ha CYP2DS.
Bennagakcun He nixubupa in vivo CYP3A4 (annpasonam u kapSamazenun), CYP1A2 (kodeun) u
CYP2C9 (Tonbyramua) uan CYP2C19 (auazenam).

Ilepopannu xonmpayenmusu

[1pe3 nocTMapKeTHHIOBHUS ONMHT ce choOLIaBa 3a MOSBa Ha HeXeNlaHa GPEMEHHOCT NPH JHua,
NpyveMalli nepopatHi KOHTPAUENTHBH NO BPEME Ha ieveHHe ¢ BeHnadgakcHH. HaMa Tounn
NOKA3aTENICTBA, Y€ T€3M OPEMEHHOCTH ca B PE3YJITAT Ha JIEKAPCTBEHO B3aUMOAEHCTBHE C
BeHnagakcuH. He e npoBexaano npoyusaHe 3a B3aHMOAEIHCTBUS ¢ XOPMOHATHH KOHTPALIENTHRH.

4.6 DeprTHaHTET, DPEMEHHOCT H KbpPMeHe

bpemeHHOCT

Hama gocraTbuHo naHnu 3a ynorpebara Ha Bersiad)akCHH MPH GpeMEHHH JKEHH.

[IpoyuBaHnaTa BbpXY XKHBOTHH MOKA3BaT PENPOAYKTHBHA TOKCHUHOCT (BXK. TOuka 5.3).
I[MoTeHUMaNHHUAT PHCK NPU XOpa He € u3BecTeH. Bennadaxcud Tpabea aa ce npunara Ha GpeMeHHN
JKEHH CaMO aKO OYAaKBAHHWTE MOJI3H MPEBHLIABAT BCHYKH Bb3MOXKHH PUCKOBE.

Morar na ce NOABAT CHMNTOMH Ha OTHEMAaHE NPH HOBOPOJEHHTE, ako BerladakCHH € U3NON3BaH 10
WK HENOCPECTBEHO Npeln paxaaHeTo. Hakou HOBOpOAEHH, H3NOXKEHH HA BEHNA(PaKCHH KhCHO
Npe3 TPETHA TPUMECTLP, PA3BUBAT YCNOKHEHHS, HANIArallld XpaHeHe Mpe3 COHAA, HXaTesHa
OPBKKA HITH NPOABDKHTENHA XOCMHTaM3aUHA. TakHBa YCIIOXKHEHUS MOTaT Aa Ce Moay4ar
BE/IHATA ClIe[] PpAXKAAHETO.

EnuaemuonoruuHnTe JaHHW couat, ue U3nonzsaHeTo Ha SSRIs mo Bpeme Ha GpeMeHHOCT, 0COBEHO B
kpas Ha OpeMeHHOCTTa, MOXe Aa YBEIM4H PHCKa OT NepcucTrpalla 6enoapobia XHnepToHHus npu

HoeopoaeHoTo (ITIXH). Benpeky, ue He ca npoBexaaHu H3C/IeBAHHA 3a YCTAHOBABAHE Ha
BpBe3kara Mexay I111XH u neyennero ¢ SNRI, To3u notenumanen prck He Moke aa 6bae HIKIIOYEH

33 BeHNadakcHH, KaTo Ce MMa NpeaBUA NORoOHHA MeXaHU3bM Ha JeiicTBue (HHXMOHpaHe Ha
oOpaTHOTO 3aXxBalllaHe Ha CEPOTOHHHA).

Morar na ce Habaronasar crneiHUTE CUMIITOMH MPH HOBOPOAEHH, aKO MaliKaTa e M3MnoJ3Bania
SSRI/SNRI B kbcna GpeMeHHOCT: pa3pasHUMOCT, TPEMOP, XHITOTOHHA, NEPCHCTHPALLL TL1aY K
3aTPYAHEHO CYYEHE WK 3acnuBaHe. Te3u CHMNTOMH MOraT Ja ce ALIKAT WK Ha
CEPOTOHHHEPTHUHH €QEeKTH, WIH Ca CHMNTOMH Ha excrno3uuns. B nopeueto cnayuau Tezu
YCNOXKHEHUA e HaboaBaT BejHara WK ao 24 vyaca cie paxaaHero.

ObcepBauHOHHNTE JaHHM NMOKA3BaT MOBHLILEH PUCK (MO-MAJIKO OT 2 MLTH) OT MOCNEPOAOBO
KpBBOTEUEHHE cnen excriosiuKs Ha SSRI/SNRI B paMkuTe Ha nocnegHUs MeceLl NIPeH PaKIAHETO

(Bx. ToukH 4.4 u 4.8).

KbpMeHe

Bennadaxcun u Herosuat aktueeH Metaboaut O-gesmMeTHIREHTadaKCHH ce eKCKpeTH
Kbpmara. = [ TRIPNNG
Hma nocTMapkeTHHroBH cho0LIeHHS 3a KbpMaYeTa, KOMTO I1a4YaT, H3NHTBAT pa3apas eEM EAMRTy
abHOpMHM MofienH Ha 3acnuBare. ChIUO Taka € JOK/IAABAHO, Y€ CUMIITOMMTE, CBbP3aHH d?.
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JIEKApCTBOTO BeHNaaKCHH OT3BYy4aBat fpM MpexpariBaHe HA KbpMeHeTo. PHCK 3a KbpMadeTo He
MOXeE Na ¢€ W3KNuH. ETo 3auo TpaOBa 1a ce B3eMe pelieHUe AajiH 1a Ce MPEYCTAHOBH KbPMEHETO
WJIH 1a C€ MPEKpaTH TEPANHUATA ¢ BEHNAPaKCHH, KaTo C€ B3eMaT NpeaBHA NoJI3aTa OT KbPMEHETO 3a
AETETO M nosa3ara ot Tepanuara ¢ JlapokcHH XR 3a >keHara.

DepTunurer

B npoyuBaHe, B KOETO IUIbXOBE KAKTO OT MBKKHM TaKa U OT 3KEHCKH NOJ ¢a H3JIoKEHU Ha
O-nesMernnseHnagakcHl ce Habnmonasa peayunpaH GepTUANTET. 3HAUEHHETO Ha TE€3W JaHHU MpH
XOpa € HEU3BECTHO (BX. TOUKa 5.3).

4.7 E¢exTH BbpXYy ¢cnocodHocTTa 38 IIOHpaHe n padoTa ¢ MALLIHHH

JlapokcuH XR MOKe 1a HapyUIK NpeueHKaTa, MUCACHETO W ABHIaTeIHUTE ¢crocoOHOCTH. ETo 3awmo
BCHUKH NALUEHTH, NPHEMALIH BertadakcHH, TpaOBa 1a ObaaT npeaynpencHHU 3a €(PEeKTHTE BbPXY
cnocoOHoCTTa UM Aa wodHpaT U aa paboTAT ¢ ONaCHH MallIMHH.

4.8 HexenaHn JjexapcTBeHH peaKNHH

Pestome Ha npoduia 3a 6e3onacHocT

Hexenanute peakuuu, KOMTO ca choblaraHy kato MHoro dect (>1/10) npu KMHHHYHHUTE
MpOY4YBaHUA Ca rajicHe, CyX0Ta B yCTaTa, rj1aBodoside ¥ MOBHIIEHO U3NOTABaHE (BKAOUYHTENHO
HOLLHH H3NOTABAHHA).

CNUCHK HA HEXEJIAHUTE peaklUu B TabIMUEH BUI

Hexxenanure PCaKLIHH Ca HSﬁpDEHH no-A0Jy no CUHCTCMO-0PIraHCH Kildc, KAaTEroepys no 4eCtota U B
HHU3XoAiLll pEA 10 OTHOWCHHE Ha CCPHUO3HOCT OT MEANUHMHCKA IN€AHA TOYKA BLB BCAKA KAaTEIropHA
10 HECTOTA.

HectotHTe ca acduUHUpaHH KaTo: MHOTO decTH (=1/10), vectu (>1/100 no <1/10), Heuectu (>1/1 000
ao <1/100), peaku (=1/10 000 oo <1/1 000), muoro peaxu {<1/10 000), ¢ Heu3BecTHa YecTOTa (OT
HAJIHYHUTE JaHHM HE MOXKE Aa Obe HanpaBeHa OLEHKA).

Cueremo- Muoro uectu | Uectn HeuecTn Peakn MHuoro C
OpraHHa peaKH HeH3BeCT-
KJIacHPHKA- HA
nHa 4e¢CTOTA
Hapyuenus Arpanyno- Tpombo-
Ha KPbBTA H LHTO3a¥, nUTOneHus™*
nuMdHaTa AnnacTUuHa
CUCTEMA aHemua*

IlaHuuTONE-

HUA Y

HeyTtponenusa™*
Hapyuwenus AHadunakTHu-
Ha UMyHHaTa Ha peakuus*
CUCTEMA
Hapyuietns CuHapoMm Ha
Ha HEaACKBaTHa
CHAOKPHHHA CEeKpeLra Ha
Ta CHCTEMA aHTHAHYpe-

THYHHSA

XOPMOH

(CHCAX)*
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HapyiueHus HamaneH Xuno-
Ha aneTuT HaTpHEMUA *
MeTaboNU3M
au
XPaHEHETO
[MeuxuuHm HMHcoMHus CoerodgHue Ha | MaHus, Hennpuym™* Cyuumana
HapyLUEHHUS obbpkaHocT*, | Xunomanus, Haeauus U
Henepconann- | XallouHHALUH, CYHUHOHO
saus*, Hepeanuzauus, noee/ie-
[laTonornunu | I[laTonoruyen Hue?,
ChHULLA, Oprasbm, Arpecus®
HepeHocT, bpykcuspm®,
HamaneHo Anarus
nuonrno,
Bb30yna*,
AHopra3smus
Hapywenns | [naBobonue*C, | AkaTuzua*, Cunkon, Hesponentuue | TapauBHa
Ha HEPBHATA | 3aMasHOCT, Tpemop, MUOKIOHYC, H MaJTUrHEH JUCKHHE-
CUCTEMA Cenauns [TapecTesus, HapyuieHo CHHAPOM 3UR*
Hncreysns pPaBHOBECHE, (NMS)*,
HapylieHa CepoTOHHHOB
KoOpAHHauUuR*, | cuRapomM™,
JInckrHesug* Koneyncuu,
Huctonuns®
HapyleHnus 3pMTENHH 3aKPUTOBIBJIH
Ha OYUTe HapyLUEeHHH, a rnaykoma*
Hapyuiena
aKoMoauus,
BKJI.
3aMBIIE€HO
3PEHHE,
Muppuaza
HapyuieHus Tunutyc* Bepturo
Ha YXOTO M
nabupuHTa
CopaevHu Taxukapans, Torsade de CTpec-
HapylIEeHH A [lannurauun* pointes*, KapaHo-
KamepHa MHOIMAaTUA
Taxvkapaus*, (kapauo-
KamepHa MHONATHUA
: dubpunaums, Ha Tako-
Y npiken QT- 1ybo)*
MHTEpBaJ Ha
EKI™
CsaoBu XuneproHus, | OprocraTHyHa
HapyLUeHUs [ opewuu XHMOTOHHA,
BBbJIHH XunoroHua™
Pecniuparop HucrnHes™, HUHTEpCTH-
H, FPbAHYU H Ipo3aBane LiManHa
MeJHacCTHHa OoenoapodbHa
JIHH oonect*,
HapylWeHUs benoapobua
€03UHODUIHS
(i
y =
£
2
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CrtomamiHo- | ['aneHe, Huapna*, ["acTpo- [lankpeaTur*
YpEeBHU CyxoTa B [ToBpbluane WHTECTHHANHO
HAPYLIEHUSA | YCTaTa, KbpBEHE™
KoncTunauus
Xenaro- OTKNOHEHH Xenatut*
OMnHapHH CTOMHOCTH Ha
Hapy ECHHS YEPHOAPOOHUTE
(GYHKUHAOHANHH
M3cnenBaHus*
Hapywenus | Xunepxuapo- | Obpus, Yprukapus®, CuHIpOM Ha
Ha KoxaTa U | 3a* Copbex* Anoneuns™, CTUBBHC-
noakoxHata | (BKIKOYHTENHO Exxnmo3sa JDKOHCBHH™,
ThKaH HOLLIHH AHruoenem*, TokcuuHa
H3MOTABAHHA) Peakuuu Ha enuacpMaiHa
* (OTOYYBCTBH- HeKkpou3a®,
TEJTHOCT Eputema
MyJiTH(QopMe™*
Hapyuienns XHNEPTOHYC Pabnomuonusa
Ha *
MYCKYJTHO-
CKeJlIeTHaTa
CACTEMA U
CheAWHUTEI-
HaTa ThKaH
Hapyinenus 3aTpyaAHEHO MHKOHTUHEHIH
Ha YPHHHUpAHE, A Ha ypuHara®*
610peunre, PeTeHUHUs Ha
NMUKOYHUTE YpHHa,
NMbTHIIA [lonakuypus*
Hapyuienus Menoparus*, [ocnepo-
Ha MeTtpoparusa®, I0BO
Bb3NPOU3BO] EpektunHa KpbBOTEYE-
H-TeHaTa AHChYHKUKA®, Hue?
CHUCTEMA U HapywieHa
rbpaara | eakynaums’®,
O6m YMopa, Kupeene
Hapywenns ACTEHHA, oT
u edeKTH Ha Brpucane* NHUraBHULIUT
MACTOTO Ha e*
NPHIOKEHHE
Hicneasanu HamaneHo Y AbiKeHo
f TEr0, BpeMe Ha
YBenuueHo KbpseHe™®
TEro,
[toBHIEHH
CTOHHOCTH Ha
XONEeCTEPON B
KpbBTa *

* HJIP, naeHTHGHUUHUPAHN OT NOCTMAPKETHHIOBHSA NMEPHO]L

* Ciydyad Ha CYMUHAHA HIACALMA U CYRLMAHO NOBEACHHE cé ChOOLIABAT 10 BPEME HA Tepanus
BEHJIAGaKCUH MK HENOCPEACTBEHO CNIE/ MPEYCTAHOBABAHE HA JICUEHHETO (BXK. TOYKA 4.4).

b BuaxkTe TOUKa 4.4.

“ B cOOpHY KIHHHYHY NPOYYHBaHKHA Y€CTOTATa Ha I1aBo00NHETO, NPEAN3BHKAHO OT BEHIadak

TaiHn, NpCAHU3BHKAHA OT niauedo.

4Tosa cbOKTHE ¢ choOWaBaHo 3a knaca nekapersa SSRI/SNRI (Bx. Touxu 4.4 1 4.6).
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[IpekpaTaBaHe HA JICUEHHETO

[pekpataBaHeTo Ha JieYeHUETO ¢ BeHNadakcHH (0cOBEHO KOraro € BHE3anHo) OOMKHOBEHO BOJH A0
CUMNTOMM Ha oTHeMaHe. Haii-uecTo cpobluaBaHNUTE peakuMM ca 3aMassHOCT, CETHBHH HapyLUCHUA
(BKJIIOUMHMTENIHO NapecTe3ns ), HapYLUEHHA Ha CHHA ( BIJIFOUHTETHO D€3CHHHE H HAMPErHATH ChHHULIA),
pB30Y/1a WM TPEBOIKHOCT, rajieHe W/unu noBpbllaHe, TPEMOP, BEPTHIO, I1aBo0OAKE, TPUNONOA00EH
CUHIPOM, 3PUTEIHH HAPYLIEHHS ¥ XHUnlepToHHA. OOMKHOBEHO T€3H CHOUTUA Ca JIEKH 10 YMEPEHH H
ca CamMOOTrpaHHYABALLM C€, HO TIPY HAKOM MAalIMEHTH T€ MOTAT [1a €a TEXKKH H/WIH No-
NPOABLLKHTENHH. 3aTOBaA Ce NPEenopbYBa, KOraTo eUeHNe ¢ BeHNadakcHH NoBeue He € HEOOXOANMO,
NpeKpaTABaHE HA NEYEHHETO Jla C€ U3BBLPLLM Ype3 MOCTENEHHO MOHWXKABAHE HA Jo3aTa. Bee nak npu
HAKOM NMaUWEHTH ¢a Bb3HUKHAJIM CHJIHA arpecus U CyYHMLWAHA HAealUs, KOrato ao3ara € Ouia
MOHHXXEHA WJIM N0 BpeMe Ha npeKkpaTaBaHe (BK. TOUKH 4.2 v 4.4).

[leaaTpuyHa NOMyAALIHS

Karo uano apodUnbT Ha HEXKENTAaHWTE peakury Ha BeHnadgakcuH (Mpyu nmuauedo KOHTPONUPaHHTE
KNUHHYHH NPOYUYBAHUA) NPH Aeua KU KHOUIN (Ha Bb3pacT 6 10 17 roauHu) € CX0leH ¢
Kabn01aBaHUg Npy BL3pacTHU. KakTo ¥ npM Bb3pacTHH, ce HaOoAaBaT NOHIDKEH aneTHT, 3aryda
HAa TEr/10, MOBHIIIEHO KPLBHO HANAraHE H MOBULICH CEPYMEH XOecTepon (Bx. Touka 4.4),

B knuHWuHHTE NpoyYBaHHa ¢ Actia ce HabnIoaaBa HeKelaHaTa peakuud cyruraHa uaeauuns. Mma
ChLUIO BCE NOBeYE CHhoOLIEHUS 3a BpakaeOHOCT U, 0COOEHO MPHU roAMO AENPECHBHO pasCTPOHCTBO,

3a CAMOCHapaHABaHE.

[To-cneunanto Npy aeua ce HabMOAABAT CICAHUTE HEXKENAHH JIEKAPCTBEHU peakuuu: Doka B
obJsiacTra Ha Kopema, Bb30yaa, AMCNEncHs, €KXUMO03a, ENMMHCTAKCHC H MHANTHA.

CrnobliapaHe Ha N10J03HPAHN HEXEJIAHH PEaAKIINK

Cbob1aBaHeTO HA NOJ03MPaHK HEXKENaHH PeaKUMWM criesl paspelliasaHe 3a ynorpeda Ha
JIEKapCTBEHHU NPOAYKT € BaxkHO. Toea No3ponsBa Aa NPOABLIIKH HAONOAEHHETO HA ChOTHOWIEHHETO
non3a/pUCK 3a IEKApCTBEHHA NPOAYKT. OT MEAMLIMHCKHTE CMELIHATIHCTH C€ M3HCKBA Aa ChoOLLaBaT
BCAKA MOAO3MPaHA HexenaHa peakis upe3 M3nbaHuTenHa areHuud no nekapersara, yi. ,,JamsH
['pyes” Ne 8, 1303 Codus, ten.: 02 8903417, yebdbcakit: www.bda.bg.

4.9 Ilpeaoznpane

CuMnToMu

[Tpyu noCcTMAPKETUHFOBHA OMUT, NPeAO3MpaHe ¢ BeHiadaKkCHH ce cbodLlaBa rnaBHo B KoMOHHaLIKA ¢
aNKOXOJ W/HWNM APYTH JE€KAPCTBEHU NMPOAYKTH, GKIQUUMETHO CAyyau ¢ remanen u3xoo . Hau-4ecto
choOIMaBaHUTe CLOHTUA NPH NPEAO3UPAHE Ca: TAXHKAPIAHA, TPOMEBEHO HHBO HA CB3HAHHETO
(BapHpallo OT COMHONIEHTHOCT /IO KOMa), MHApPHA3a, KOHBYICHS Y NoBpbliaHe. Jlpyru chobuasanu
cOUTHS ca: enekTpokapadorpadcku npoMend (Hanp. yabsmkasaHe Ha QT vHrepsana, 6eapen 610k,
yabkapaHe Ha QRS komnnekca) (Bx. Touka 5.1), kamepHa Taxukapaus, OpaaukKapaus, XHMOTOHHA,
XUMOFMHUKEMUA, BEPTHIO U CMBPT. TEKKH CUMIITOMY Ha OTPABIHE MOraT Aa Bb3HWKHAT MpH
Bb3PACTHHU CJIe/1 IPHEM Ha IPUOAU3HTENHO 3 rpaMa BEHTA(aKCUH.

B ny6nukyBaHuTe peTPOCNEKTHBHU NPOYYBaHHUA c€ cboOLIMaBa, He NPeJ03UPaHETO Ha BEHIAPE
MOJKE [a € CBbP3aHO C NOBHLIEH PHCK OT (aTaNeH HU3X0J B CPABHEHHE C Haﬁmo,uaﬂa o
AHTHAENPECAHTH, HO PHUCKBT € MO-HUCHK OT TO3U NPH TPHUHKITHYHHTE aHTHAENPECIATY
EnnaeMuonornyHUTe Npoy4yBaHus NOKa3BaT, Y€ JICKyBAHHUTE ¢ BEHAA(aKCHH NaLl ’

PUCKOBH (PaKTOPH 3a CYHUNAH, OTKOAKOTO nauveHTHTEe Ha SSRI. He e acHO 10 Kake .
HaX0JKaTa 3a NMOBHLUEH PUCK OT daTajeH W3X0A MOXe Ja Obae NpUNHCcaHa Ha TOKG %{ g
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BeHNadQaKkCHH NpHY NPe103UPAHE B CPABHEHHE C HAKOM XaPAKTEPUCTHKH HA MALMEHTUTE, JEKYBaHH C
BEHNaaKCHH.

[IpenopbyBaHO JEYEHHE
TexkoTo oTpaBgHE MOXKE Na H3IUCKBA KOMMNEKCHO CNELUHO JeYeHHe U HabmoaeHue. CneaoBaTesHo,

B cnyqaﬁ Ha CbMHCHHC 34 [IPpCAO03HPaHC, BKNKOYBALO BEHJ'Iﬂd)aKrCHH, CC npenoponHea He3ab0aBHO Ja ce
CBBHPXKETEC ¢ HAUHOHAJIHHA LCHTBD N0 TOKCHKOJIOI'HA WK C TOKCHKOJIOr.

[IpenopbuyBat ce 0061M NOAALPXKALLM U CHMITTOMAaTHYHH MEPKH, KaTo TpaOBa Aa ce npocneassar
CHPACHHMAT PHTBM H XKH3HEHUTE Nokaszatenu. [lpu puck OT acnupauus, He ce npenoprLyYBa
npeAu3BHKBaHE Ha MoBpbilaHe. CTOMALIHATA IPOMMBKA MOXKE A € MOKA3aHa, ako Ce U3BLPIIIH
CKOPO A€/l NOrABbIAHETO HITH NPH NALUKMEHTH CbC CHMIITOMHU. [IpHaoKeHHETO Ha aKTUBEH BBIJIEH
MOXKE CBIIC Aa orpaHuyy abcopbumsaTa Ha AKTUBHOTO BelleCcTBO. Mallko BEpOATHO € dhopcHpaHaTa
IUype3a, AHann3aTa, Xxemonepdy3uara H oOMEHHOTO KpbBOMNpeauBaHe Aa Obvaat ot noasa. He ca
W3BECTHHU CMEUUPHUYHN AHTUAOTH Ha BEHIa(daKCHH.

5, OAPMAKOJOI'HYHU CBOUCTBA

5.1 dapmMakoIAHAMHYHH CBOHCTBA

QdapMakoTepaneBTHYHA rpyna; HepepHa CHCTEMa; NCHX0AHANENTHLH; aHTHAENpecauTH; Jdpyru
aHTHaenpecantd — ATC kon: NO6A X16

MexaHH3bM HA JICHCTBHE

CuuTa ce, Ue MEXaHH3IMDBT Ha AHTHACMPECAHTHOTO ASHCTBHE Ha BEHIadaKCHH MpH Xopa € CBbp3aH ¢
NOTEHUHPAHETO HAa HEBPOTPAHCMHUTEPHA AKTUBHOCT B LICHTPA/IHATA HEPBHA CUCTEMA.

[lpe AKNMHHUYHUTE NPOYUBAHHU] NOKA3BAT, Y€ BeHNA(PAKCHH H [TIABHHUAT MYy MeTabonut
O-neameruneennadaxkcul (OIB) ca UHXHOUTOPH HA OOPATHOTO 3aXBaLIAHE HA CEPOTOHHH U
HopaapenanuH. Bennagakcuu cbmo nexubupa cnabo nonaMMHOBOTO 3axBauane. Bennagakcun u
HErOBUAT aKTHBEH MeTabONMHT NOHKKABAT OeTa-aApeHEePrHiIHUTE OTTOBOPH KaKTO MPH OCTPO
(enMHH4YHAa 103a), TaAKa U TPH XPOHHYHO npuiokeHue. Bennagakcnn v OJIB ca MHOro ¢X0aHH no
OTHOLLUEHWE HA TAXHOTO IBUIOCTHO AeHCTBHE B8bPXY OOPaTHOTO 3aXBalllaHe HA HEBPOTPAHCMHUTEPH H
CBBbP3BAHETO KbM PELIENTOPH.

BeHnadgakcHH Ha MpakTHKa HAMA HUKAKbLB aUHMUTET in Viflro KbM MYCKapHHOBHUTE,
xoanHepruunure, Hl-xuctaMuHepruuHuTe Wnu ol -aapeHepruyHuTe peUENTOPK OT MO3BK Ha TLTBX.
dapMaKONOrHUYHOTO ACHCTBUE BBPXY TE3H PELECIITOPH MOXKE Aa € CBBHP3aHO ¢ PalIHYHH HEXeNaHH

- peakumu, HabMOAABAHHU MPH APYTH AHTHAENPECAHTHH JIEKAPCTBEHHU NMPOAYKTH, KATO
AHTUXO/IMHEPrHYHH, CEAATHBHH U CHPAEUYHO-ChAOBH HEXKENIAHH PEAKLIUH.

BennadakcHH He npuTexRaBa MHXHOUTOPHO ASHCTBHE BbPXY MOHOaMUHOOKcHAa3aTa (MAQ).

In vitro npoy4yBaHuATa NOKa3BaT, 4€ BeHAa(haKCHH Ha MPAaKTHKA He NPUTEKABA HUKAKLE a(hUHUTET
KbM ONMHaTHU U O€H30AHA3ENMUHOBH PELIENTOPH.

KnuHuvHa edukacHOCT ¥ 6e30nacHoCT

| ostemu ACNPCCHBHU CIIH30AHU

EdukacHocTTa Ha BeHnadakcHH ¢ He3abaBHO OcBOOMKAABAHE KATO JICUEHHE HA IO
€NU30AH € J0Ka3aHa NpPH MeT paHAOMU3HPaHH, ABOHHO-CIIENH, MNauedo KOHTPOIH
KpaTKOCPOYHH NMPOYUYBAHUA ¢ TIPOABKHTENHOCT OT 4 10 6 ceaMuuum 3a 1031 Ao 375 gE_-
EdukacHocTTa Ha BeHIaaKCHH ¢ yAbIKeHO ocBoDOKAABAHE KATO JIEUEHUE HA rnneMﬁ,g |
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eNU30AN € YCTAHOBEHA NMpU ABe iaLebo KOHTPONIMPAHHU KPATKOCPOUHH NMPOYUYBAHHS C
MPOOBAXKHUTENHOCT OT 8 U 12 cCeAMULM, KOUTO BKIIOYBAT A030B AMANA30H OT 73 10 225 mg/aeH.

[lpu e1HO NO-NPOABLKUTENHO NPOYUYBAHE BL3PACTHH MALUEHTH Ha aMOYNaTOPHO JIEYEHHUE, KOUTO €A
CE NMOBJIUAIIH 110 BPEME HA €IHO 8-CEIMHYHO OTKPHTO NPOYUBAaHE Ha BeHJIA(PAKCHH C YIBIIAKEHO
ocsobOxkaasaHe (75, 150 wim 225 mg), ca paHAOMH3UPaHH Ja NpOAL/IKAT ChC CBOATA 034
BEHJAa(aKCHH ¢ yABDKEHO 0CBOOMKAaBaHe WK ¢ nnanedo 3a MakcUMyM 26 ceaMHLA HAOMIOAEHHE
332 PELIHAMB.

[Ipu eaHO BTOPO NO-MPOABKUTENTHO NMpoyuBaHe ePUKACHOCTTA HA BeHJa(PaKkCHH 3a NpeBEeHLHUI Ha
PELLMIUBHPALLIH AENPECUBHU €MM30M 3a | 2-MeceyeH neproa € ycTaHoBeHa B ruiauedo
KOHTPOMHPAHO, ABOHHO-CIIANO KIMHWYHO M3MHTBAHE NPU Bb3pacTHU NMAaLUEHTH Ha amMOyNlaToOpHO
JEYEHHUE C PEUMIMBUPALLH MOJIEMH ACTIPECUBHH €MH30AU, KOUTO €A C€ MOBJIMAJTIH OT JICUEHHE ¢
BeHnadakcuH (100 no 200 mg/nen, no cxema ¢ npuem aBa NbTH Ha A€H) MO BpeMe Ha NOC/EIHNA
€NU30/ HA ACTIPECHS.

[‘eHepaniu3npaHO TPEBOXHO Pa3CTPONCTBO

EdukacHocTTa Ha BeHNa(hakCHH KanNCyJH ¢ YABDKEHO OCBOO0XKAaBaHE 3a JieyeHue Ha
reHepaTM3UPaHO TPEBOXKHO pascTpoiicTBo (I ' TP) € ycraHoBeHa B ABe 8-ceamuunH, niauebdo
KOHTPOAUPAHH NPOYUYBaHHA ¢ PUKCHpPaHU A03H (75 no 225 mg/nen), enHo 6-mecedHo, nnauedo
KOHTPOJIMPaHO NpOoyuBaHe ¢ PUKCHpaHH A03M (75 no 225 mg/aen) n eaHo 6-MeceyHo, miaiebo
KOHTpOJIMpaHO Mpoy4BaHe ¢ NpoMaHa Ha ao3ure (37,5, 75 u 150 mg/neH) npy Bp3pacTHH NAUMEHTH
Ha amMOyIaTOPHO JNICUECHHE.

Bunpexu ye MMa CblI0 A0KA3ATENCTBA 32 NPEAMMCTBOTO Ha A03ata oT 37,5 mg/aen npexn nnauebo,
T8 HE € TOJIKOBA MOCTOAHHO €PEKTUBHA, KAKTO NMO-BHCOKHTE AO3H.

COLHATHO TPEBOWKHO PA3CTPOUCTRO

EdukacHocTTa Ha BeHIa(akcHH Kancyiu ¢ yAb/hKeHO ocBOOOKAaBaHE KAaTo JJe4YeHHe 38 COLHATHO
TPEBOXKHO Pa3CTPOMCTBO € YCTAHOBEHA B YETHPH ABOHHO-CNIENH, C Napaiesiiy rpyn, 12-ceAMHUYHM,
MHOTOLEHTPOBH, NNaueb0 KOHTPONUPaHH NPOYUYBAHHA C MPOMAHA HA 103aTa K B €1HO JBOMHO-
CNANO, ¢ NMapaneHy rpyny, 6-MeceyHo, nnauedo KOHTPOIKpPaHO, NPOYUYBaHE ¢
(bUKCUpaHH/TIPOMEHIHBY 103U NPH BH3PACTHH NALMEHTH HA aMOYIaTOpHO NeueHue. [lanueHTuTe
npUeMaT JO3M B rpaHuuMTe Ha 75 0o 225 mg/neH.

JIunceat noKa3aTencTaa 3a No-BUCOKA €PEKTUBHOCT npH rpynara oT 150 ao 225 mg/neH B
CpaBHEHHE ¢ rpyrara, rnpuemMana rno 75 mg/aeH npHu 6-Mece4yHOTO NPOYYBAHE.

[TaHn4ecko pazcTpoicTBO

EdukacHocTTa HA BeH1aakCHH KancyiM ¢ yab/HKEHO OCRODOKAaBaHe KATO JIeYeHHE 33 MNaHHUYECKO
pa3CcTPOHCTBO € YCTAHOBEHA B ABE ABOHHO-cNENH, |12-c€AMHYHHU, MHOTOLIEHTPOBH, Naleso
KOHTPONKPAHU MPOYUBAHHWSA NIPU Bb3PACTHU NALWEHTH Ha aMOy/1aTOPHO JIeUEHHE C MAaHUYECKO
pa3CTpoHCTBO ¢bC MM Oe3 aropadobus. HayanHara n03a npy npoy4BaHHATA C NaHHUYECKO
pa3cTpoiicteo € 37,5 mg/neH B npoab/keHue Ha 7 AHU. Cnea ToBa MaLMEHTHTE NONy4YaBaT
¢ukcupanu 1034 ot 75 nnu 150 mg/neH B eano npoyusase ¥ 75 unun 225 mg/aeH npu ApyroTo
nNpoyyBaHe.

E}HKACHOCTTA € YCTAHOBEHA CHLUO B €AHO NPOABIIKHTENHO, ABOHHO-CIANO, miaaledo y
KOHTPOJIHPaHO, C NapasieHK rPyNH MPOYUBAHE Ha ALIFOCPOHHHTE Ge30MacHOCT, ePHEAOES
NPEBEHLWA HA PELUMAKUBUTE TIPH BL3PACTHH NAUMEHTH Ha aMOy1aTOpHO NeYeHHe, KO
MOBIMANN OT OTKPHUTOTO NieueHHe. [lauMeHTHTe NPpoabKABAT Aa NOTy4aBaT ChILAT)
BEH/1A()aKCHH ¢ YABDKEHO OCBOOOKAaBaHe, KOATO ca NpHeENIH B Kpas Ha OTKpHUTaTa d;g_a 3,080
U 225 mg). BN
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Cobpaeyna eNeKTpodH3H0I0rUs

B cneunanusnpano odctokHO npoyusaHe oTHocHO QTc-uHTepRana npu 3apaBy UHANBHAM,
B€HNApakCHH He yabmkasa QT-HHTepBana B KIMHUYHO 3HAYMMA CTENEH [PH CynpaTepanesTHYHA
no3a ot 450 mg/aeH (aaneHa karo 225 mg apa MbTH AHeBHO). ChodllasaT ce obaue
MOCTMAPKETHHIOBH CJIY4aH Ha yabjukaaHe Ha QTc-unrepsana/TdP v kamepHa apuTMus, ocodeno
NMpH NpeAO3HPAHE WAH MPH NALKMEHTH, KOMTO HMAT APYIrH PHCKOBH (PAKTOPH 3a yAB/DKaBaHE Ha
QTc/TdP (mxk. Toukn 4.4, 4.8 1 4.9).

5.2 PapMAKOKHHETHYHH CBOHCTBA

BexnagakcHH ce MeTabonU3npa B roiaMa CTeneH OCHOBHO 10 AKTUBHUA MeTabonuT
O-ne3mernneennadakcuy (O/1B). Cpeanusrt £ CO nnasmeH nonyxuBoT Ha seHnadakcus v OJ1B ca
ChOTBETHO 5+2 yaca H | 1£2 vyaca. PaBHoBecHHTe KOHUEHTpaUMK Ha BennadakcHH U OJIB ce
AOCTHraT B pPAMKHTE Ha 3 HHK NpH nepopanHa Tepanus ¢ MHOTOKpPaTHO NMpunoxexue. Bennadaxcuu
n O/IB noka3pat AMHeiiHa KMHETUKA Hal AO30BHA AWana3oH oT 75 mg po 450 mg/new.

Abcopbuus

[lone 92 % ot BeHnadakcHH ce abcopObupar ciel eAMHUYHA NEPOPATHA 1038 OT BeHIadakcuH ¢
He3abaBHO oceobokaapaHe. AGcomoTHaTa GruoHanuyuHocT € 40 % ao 45 % nopaan npecHcTEMHUA
meTabonussM. Cnea npunokeHne Ha BeHsiagakCHH ¢ He3abaBHO OCBOGOXK/1aBaHE MAKCHMATHHTE
NNa3sMEHH KOHUEHTpaunu Ha Bennadakcun U OJIB ce nocturar csoTBeTHO 3a 2 # 3 yaca. Cnen
NPWIOKEHUETO HA BEHNAPAKCHH KaNCyaH ¢ YAbIKEHO 0CBOOOKIaBaHE MAKCUMAJIHUTE NNA3MEHH
KOHLIEHTpaUHUH Ha BennadakcuH U OB ce nocTurat B paMKHUTE Ha CLOTBETHO 5,5 yaca 1 9 uaca.
KoraTo ce npujiarat €1HaKBH 1HEBHH A03H OT BeHAadakcHH, OWno kato tabneTka ¢ HezabaBHO
0CBODOXKAaBAHE HIIH KAaNCyNa ¢ YABMKEHO OCBOGOXKAaBAHE, KANCYaTa ¢ YALIKEHO 0cBOBOKAaBaHE
OCHrypABa MO-HUCKA CKOPOCT Ha abcopdbuma, Ho cbuiata cteneH Ha abcopOuUHs B cpaBHEHME ¢
Tabnerkara ¢ He3abaBHO 0CcBOGOXKNaBaHe. XpaHaTa He NOBIUABA GHOHANMYHOCTTA Ha BEHNAdaKCHH

u OJIB,

PasnpenencHue

Bennadakcun n OJIB B TepaneBTHYHH KOHUEHTPALIMH C€ CBBP3BAT B MUHUMAJIHA CTENEH C
YOBELIKHTE NNa3iMeHH NMPOTEHUHH (cBOTBeTHO 27 % 1 30 %). ObeMbT Ha pasnpeaeneHme Ha
BeH/1a(haKCHH B paBHOBECHO ChCTOstHUE € 4,4+1,6 L/kg cnen MHTpaBeHO3HO NPHIIOKEHUE.

buotpaHcdopmarims

Bennagakcenn npeTbpnsaBa 3HauuTenHo Metabonusupade B yepHus apod. In vitro v in vivo
Npoy4BaHHATA MMOKA3BAT, Y€ BeHNadaKCHH MpeThpnsaea OHoTpaHchopMaLUsa 10 HErOBHSA M1aBEH
aktueH Metabonut OB or CYP2D6. In vitro u in vivo npoyuBaHHATa 10Ka3Bar, ue€ BeHNadaKcHH
ce MeTabONH3Upa A0 BTOPOCTENEHEH NO-MAJIKO akTUBEH MeTaboant N-ge3meTunsennadakcuy ot
CYP3A4, In vitro v in vivo Nnpoy4BaHHATA NMOKA3BAaT, Ye BeHIadakcHH € c1ab MHXHONTOP Ha
CYP2D6. Beunagakcun He unxubupa CYP1A2, CYP2C9 unu CYP3AA4.

EnuMuuupaHe

BennagakcuH n Herosute MeTaboJIMTH ce eKCKpeTHpaT OCHOBHO npe3 Ou6peunte. [pubausntento
87 % OT no3aTa Ha BeHnadakCHH Ce OTAENA ¢ ypHHAaTa B paMKHTe Ha 48 yaca kaTo HenpoMe
BeHNadakcuH (S5 %), nexkoHrorupan OJ1B (29 %), kontorupan OB (26 %) wiu apyri
BTOPOCTENEHHHU HEAKTHBHH MeTabonuTH (27 %). Cpeanuar + CO niazMeH KIHPLHC B
CbCTOAHHME 3a BeHnadakcun v OB e cvoreeTHO 1,3+0,6 L/vac/kg u 0,4+0,2 L/uac/k
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CrneuvanHy nonyjauuu

Bw3pacm u noi
Bb3pacTra # noABT Ha NALUMEHTUTE HE NOBIWABAT 3HAUMMO (PApPMAKOKHHETUKATA HAa BEHNADAKCHH H

OJIB.

CYP2D6 excmenzusnu/10wu memaboauzamopu

[InazMeRnUTE KOHUEHTPALMY Ha BEHladakcuH ca no-Bucokn npu CYP2D6 noww metabonunsatopw,
OTKOJIKOTO NPH €KCTeH3UBHUTE MeTaboamnszaTtopu. Twi kaTto obinara ekcnosnuusa (AUC) Ha
BeHnadaxkcuu u OJIB e cxoaHa npy olIKM U eKCTEH3HBHHA METabOW3aTOpH, HAMAa HEOOXOANMOCT OT

pPa3iIHdHA A030BH CXEMH 34 TC3H ABC Ipyny,

Heprnoopobuo yaepesicoane

[1pn mauuenTy ¢ Child-Pugh knac A (nexo uepnonpobuo yepexaane) u Child-Pugh knac B
(yMepeHo uepHoapoOHO yBpeXkaaHe) nonyuBoThT Ha BeHnadakcud n OJIB e yaumkeH B
CpaBHEHHE ¢ HOPMAIHH NHuA. [lepopanHUAT KIMPBHC KAKTO HA BeHJadakceuH, Taka u Ha OJIB e
HaMmasieH. OTKpHBA Ce rojisMa CcTerneH Ha BapuabuiHOCT MeXAY OTAeNHUTe HHAWBHAK. UMa
OFPAHHYEHH JaHHH ITPH MaLKMEHTH ¢ TEXKO HePHOAPOOHO yBpexaaHe (BX. Touka 4.2).

bvbpeuno yapexcoane

Ilpy naLueHTH Ha AMAIH3a ENTMMHHALMOHHHUAT NOJY>XMBOT HA BEHJIA(aKCHH € YIBJDKEH C OKOJO
180 %, a KIMPBHCBT € NOHKXKEH ¢ OKOoNO 57 % B CpaBHEHHE C HOPMATHH 1MLA, AOKATO
€IMMHHALIHOHHHAT noayKHBoOT Ha O/IB e yatmkeH ¢ okono 142 %, a KTHPBHCHT — NMOHMXEH C
0k010 56 %. HeoOX0oaAHMH Ca KOpeKLUMH Ha A03aTa NPy NaUHeHTH ¢ TEXKO ObOpeuHo yBpexaaHe 1
NPy MAUKMEHTH, NP KOKUTO € HeobXoauMa XxemoaHanu3sa (Bxk. Touka 4.2). |

5.3 IIpeax/HHHAYHHA AaHHH 32 O6e30NACHOCT

[IpoyuBanuaTa ¢ BeHIaaKCHH NPH MIBLXOBE H MULLKH He NOKa3BaT AaHHH 3a KAPLUHHOINEHHOCT.
BeHnagakcHUH HE € MyTareHeH npu LWHUpoK HAbop OT in vitro W in vivo u3cneaBaHus.

[TpoyuBanuaTa 32 peNpPOAYKTHBHA TOKCHYHOCT NPU )KUBOTHU NMOKA3BAT MOHWKEHO TErJIO HA
HOBOPOJAECHHTE IMPH IUIBXOBE, MOBHUIEHHE HA YECTOTATa HA MbPTBOPOAEHHU H NOBHLIEHA CMBPTHOCT
CpeA HOBOPOJEHHTE Npe3 NbPBHTE 5 AHKU OT KbpMeHeTo. [IpyuKHaTa 32 TE3W CMBLPTHH CITYYaH HE €
nssecTHa. Tesu edextn HacTeneat npy 30 mg/kg/nex, koeTo e 4 NbTH NoBeue OT AHEBHATa 4034 MpPH

xopa ot 375 mg sennadakcuH (Ha ocHoBa mg/kg). JlosaTa 6e3 edekT 3a Te3n Haxoaku € 1,3 mbTH
[10-BHCOKa OT R03aTa 3a Xopa. [ToTeHUHaTHHUAT PUCK NP XOpa HE € H3BECTEH.

HabitonaBa ce noHvxkeH pepTHAKTET Npy €AHO NPOYUBaHE, NIPH KOETO KAaKTO MBbIKKH, TaKa U
KEHCKH NnbXose ca 6unu excnonnpanu Ha OJ1B. Tazu excnosuums e 6una npubausnrtenno 1 ao
2 NbTH NO-BUCOKA OT J034aTa Ha BernadakcHH npu xopa oT 375 mg/aen. 3HaYeHHETO Ha Ta3u
HaXOAKa MpH XOpa HE € U3IBECTHO.

6. DOAPMAIIEBTUYHU JAHHU
6.1 CnHcbK HA NOMOIIHHTE BellleCTBA

CovIabpxanHe Ha Kancyna:

3axapHu cepu (3axapo3a+LapeBUUHO HHLLECTE)
Xunpomenosa

EtTunuenynosa

Tank

Kancynna obBuBka:
37,5 mg KancynM ¢ yab/keHo ocBobox aaBaHe
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YepeH xkeneseH okeua (E172)
TutanoB quokcua (E171)
Kenarun |

YepereH AKenezen okcua (E172)

75 mg Kancynu ¢ yabkeHo ocBodokKaaBaHe
Yepsen xkenesen okeua (E172)

Turanos auokcua (E171)

KenatuH

150 mg kancynu ¢ yabiikeHO ocBOOOKAaBaHE
Xvar xeneszen okceua (E172)
TuranoB auokeuz (E171)

JKenatuH
YepeeH xkeneseH okcua (E172)

IleuaTHO MacTHNO:

Hlennak

IMponunenrnukon (E1520)
KoHueHTpHpaH pa3TBOp Ha aMOHAK
Yepen xenesen okcua (E172)
KanueB xuapokcua

6.2 HechrBMecTHMOCTH

Henpunoxunmo

6.3 Cpox Ha rogHoct

Alw/PVC/PVDC bnucrepu

3 roaMHH

HDPE 6yTunku
15 meceua

6.4 Choenmnannu ycJI0BHA HA ChHXpaHeHHE
Jla ce cbXxpaHaBa noa 30°C.

6.5 Buan cnabpkaHHe Ha ONIAKOBKATA

Al/PVC/PVDC bauncrepu
Buaose onakorku: 10, 14, 20, 28, 30, 50, 98, 100 Tebpau karncyH ¢ yaAbIKEHO
ocBobOXKIaBaHe

Al/PVC/PVDC nepdopupanm dauctepu ¢ eAMHAYHA A03a
Buznose onakoeku: 100 x 1 TBbpAa kancyna ¢ yabsnkeHo ocBoboKaaBaHe

HDPE 6ytunku ¢ PP kanauxa Ha BHHT
37,5 mg Kancyjiu ¢ yIb/DKEHO OCBOOOX aBaHE
Bunose onakoBku: 150 TBBpIM KaNcyJid ¢ YABIXKEHO OCBOOOXKTaBaHE

75 mg xancyJim ¢ yabJIKEeHO OCBOOOXK 1aBaHE
150 mg Kkancysu ¢ yabIKeHO 0CcBOOOKIaBaHe
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Bunose onaxkosk: 30, 150 TBbpAM KANCYJIH C YABIKEHO 0CBOOOXKIaBaHe
He BCHUKH BHAOBE OMAKOBKH MOrar na 0baat nmycHaTH Ha nasapa.

6.6 ChenHAJHH NPEANA3ZHH MEPKH MPH H3XBbPJIsAHE H padoTa

Hama cneuHanHu H3UCKBaHHA.

7. TIPUTEXATEJ HA PABPEHIEHHUETO 3A YIIOTPEBA

TevaB.V.
Swensweg 5

2031 GA Haarlem
Huaepnasaus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA
Japoxcun XR 37,5 mg per. Ne 20220203

Jlapokeud XR 75 mg — per. Ne 20220204
Jlapokcuu XR 150 mg — per. Ne 20220205

9. JIATA HA ITHPBO PA3PEIIABAHE/IOHOBSIBAHE HA PASPENIEHUETO 3A
YIIOTPEEA

Jlata Ha nbpBo pazpeluasane: 05.07.2022 r.
JlaTa Ha nocneaHO NORHOBABAHE:

10. JIJATA HA AKTYAJIMBUPAHE HA TEKCTA
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