KPATKA XAPAKTEPUCTUKA HA INMPOAYKTA

VZOGZ,Z 003 /0% fas-
£2023-p, 10-03- 1

1. UME HA JIEKAPCTBEHUSA ITPOAYKT

Jlapokcun XR 37,5 mg TBBPAM KarncyJim ¢ yIb/IZKEHO 0CBOOOXK/1aBaHe
Laroxin XR 37.5 mg hard prolonged-release capsules

Jlapokcun XR 75 mg TBbPAK KarncyJiu ¢ ybJKEHO OCBOOOXK1aBaHe
Laroxin XR 75 mg hard prolonged-release capsules

Jlapokcun XR 150 mg TBbpAM Kancyjiu ¢ yAbJIIKEHO 0CBOOOXK/1aBaHe
Laroxin XR 150 mg hard prolonged-release capsules

2. KAYECTBEH 1 KOJIHYUECTBEH CbCTAB

Laroxin XR 37.5 mg
Besika TBBp/a Karcysia ¢ ybIDKeHO 0CBOOOK/1aBaHe Chbprka BEHJIa(DaKCHHOB XHIPOXJIOPHIL,

ekBUBaJieHTeH Ha 37,5 mg BensacdakcuH (venlafaxine).

Laroxin XR 75 mg
Besika TBBp/a KarncyJia ¢ yAb/KeHO 0CBOO0K1aBaHEe Ch/IbpiKa BEHIa(DaKCHHOB XH/IPOXJIOPHI,
eKBMBaJIEHTEH Ha 75 mg BeHnadakcuH (venlataxine).

Laroxin XR 150 mg
Besika TBBp/Ia KarncyJia ¢ yIb/KeHO 0CBOOOK/1aBaHe Ch/IbprKa BEHIA(DaKCHHOB XHIPOXJIOPH]L,
exsuBasieHTeH Ha 150 mg Bennadakcuu (venlafaxine).

[TomMOILIIHK BeLIeCTBA ¢ U3BECTHO JICHCTBHE:!
Laroxin XR 37.5 mg
Besika TBBbp/a KarcyJia ¢ yab/DKeHO 0cBOOOK/1aBaHe Ch/Ibpka 34,9 mg 3axaposa.

Laroxin XR 75 mg
Besika TBBbp/aa Kancysia ¢ yab/keHo ocBoOoKaaBaHe chabpka 69,9 mg 3axaposa.

Laroxin XR 150 mg
Besika TBBp/1a KarncyJia ¢ yab/bkeHo ocBoOoK1aBaHe cbhabpka 139,7 mg 3axaposa.

3a MbJIHUS CITUCHK HA MOMOIIHUTE BElleCTBa BUKTE TOYKa 6. 1.

3. JIEKAPCTBEHA ®OPMA

TBbpaa Kancysa ¢ yab/keHO 0cBOOOkK/1aBaHe

Jlapokcun XR 37,5 mg

Kancy/im oT TBBpA JKe€NaTHH, ¢ HENMPO3pauyHO CHBO Karnaye U HEMpo3payHo po30BO TAJIO, HANbJIHEHH
¢ 6esnu 10 6exxoBH MUkporpanysiu. Kancyaure ca otneyatadu ¢ 4epHo MacTuiio ¢ “VNL BbpXy
Karna4eTo ¥ YKcoTo ,,37,5% Bbpxy Tanoro. Kancynara e ¢ npubausuresinu pasmepud 16 mm x 6 mm.

Jlapokcun XR 75 mg
Kancyim oT TBbp/1 KeJIaTHH, ¢ HENPO3pauHO PO30BO Kanaye U HEMpO3pavyHoO pPO30BE
HanbJIHEHHU ¢ Oenn 10 0eKOBH MUKporpanyau. Kancynaure ca oTrneyaTaHu ¢ YepH
“VNL” BbpXy Kanayeto u 4YucaoTo ,,75" Bbpxy Tan0t1o. Kancynara e ¢ npubnnzg
20 mm x 7 mm.
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JlapokcuH XR 150 mg

Kancynu ot TBbpI XKenaTuH, ¢ Henpo3pa4yHO KadsBo Kanaue H Henpo3pa4Ho kagaBo Tano,
HarbhHeHH ¢ 6enu no 6exxoBr MUKpOrpaHysid. Kancyiaure ca oTneuyaTaHy ¢ YEPHO MacTHIO C
“VNL” BbpXy KanaueTo H 4uc10to ,,150* Bppxy Tanoro. Kancynara e ¢ npuOIH3HTENHH pasMepH

24 mm x 8 mm.

4. KJIMHHYHHA JAHHH
4.1 TepaneBTHYHH NOKA3AHUA
JleueHne Ha roneMH ,uen.pecunl-m enu3oau

3a npeBeHLMs HA PEUMIMB Ha IOJIEMH AENPECHBHH €MH30IH

Jleuenue Ha reHEPANHIUPAHO TPEBOXKHO Pa3CTPOHCTBO.
JleueHHe Ha COLHATHO TPEBOXHO PA3CTPOHCTBO.
JleueHse Ha NAHHYECKO Pa3CTPOUCTBO, ChC HIH Oe3 aropagobus.

4.2 o3HpOBKA H HAYHH HA NPHICKERHE

Jo3nposka

["'onemMu aenpecUBHY €MH3ONH

[lpenopbYBaHaTa HavajiHa 1034 33 BEHIA(AKCHH ¢ yAbKEHO OCBOOOKIaBaHe € 75 mg, Mpuiarata
BeJHEXK AHEBHO. [launeHTHTE, KOUTO HE OTTOBapAT Ha HaualHaTa 03a oT 73 mg/AeH, MOrar /ia ce
NOBIKAAT 61aronpHATHO OT J103a, NOBHIIEHA A0 MaKcHMyM 375 mg/neH. [loBMinaBaHeTo Ha 103aTa
MOJXKE JIa C€ U3BBPUIBA HA HHTEPBAIH OT 2 ceaMuiid WK noseye. ITpy KIMHUYHAE HEOOX0ANMOCT
MOpaAM BJIOILABAHE Ha TEXECTTA HA CHMITTOMMTE NOBHILABAHETO HA J03aTa MOXE 1a Ce U3BbPLIBA
Ha M0-4€CTH MHTEPBAIM, HO HE MO-KPaTKK OT 4 HM.

[Mopanay pHCK OT A0303aBHCHMH HEXKEJIaHH JIEKAPCTBEHH PEaKLIMH NOBHLIABAHETO Ha A03aTa TpAOBa
lla € W3BLPILBA €AUHCTBEHO CJiea KIIMHHYHA OUCHKA (BxK. Touka 4.4). Tpabsa na ce noaabpxa Hai-

HUCKaTa e(peKTHBHA 1034,

[Maunenture TpadBa Jia ce NIeKyBaT 3a AOCTATbYEH NEPHOA OT Bpeme, OOUKHOBEHO HAKOJIKO MECeLa
unM nopeve. JledeHHeTo TpAOBa a ce NPeOLIEHABA PeJOBHO 3a BCCKH OTAEICH CIy4aH.
[IpoABJDKHTENHOTO JIEYEHUE MOXKE ChILO Aa € MOAXOAANIO 33 MPEBEHLMA Ha PEUMIUB HA rOJIeMU
nenpecuBHH enuzoau (I'JIE). B noseuyero ciyyaH NpenopbYHTENIHATA 1034 32 MIPEBEHLMA Ha
peurausa Ha I'JIE e cbliaTa, KaTo H3M0A3BaHAaTa MO BPEME HA HACTOALINA €MTH30.

—

AHTHIENPECHBHUTE JIEKAPCTBEHH MPOAYKTH TpsAOBA 1a c¢ NPOABLDKAT 34 NOHE LIECT MecCeLa-clej
pPEMHCHATA.

[ ¢eHepanHiupaHo TPEBOXKHO Pa3CTPOHCTBO

[IpenoptunTenHaTa HaYyaaHa 1032 32 BeHnapakcHH ¢ YAbDKeHo ocBobokIaBaHe € 75 na;
NpHIaraHa BeAHbK AHeBHO. [laliveHTHTE, KOUTO HE OTTOBapAT Ha HAYAJIHATA 1033 O / L
MOTaT Ja ce NORIHAAT ONaronpUsITHO OT NOBHUILIABAHE HA N03aTa 10 MAKCHMYM 223/MEFNEH, €1y
[ToBHIIABAHETO HA JO34TA MOXKeE [ia C€ U3BBPLIBA NPE3 HHTEPBAIH OT 2 WK MOBCUG CRANNEAE A

[Topaau pHcka OT 40303aBHCHMH HEXKENaHH peaKlUHH, NOBHILABAHETO Ha 103aTa TP)
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M3BLPLIBA CaMO CJIe/l KIMHMYHA OlieHKa (BX. Touka 4.4). Tpabsa aa ce moaaLpika Hal-HKCKaTA
edexTHBHA J034.

MMauxenTHTe TPa6Ba Aa 6BAAT NEKyBaHH 3a JOCTATBYEH MEPHOM OT BpeMe, OOHKHOBEHO HAKOJIKO
Mecena Wi noseve. JleueHnero Tpadaa na ce NMPeCLEHABA PEAOBHO 3a BCEKH OTAEJNIEH Cly4Ya.

CoUHANTHO TPEBOXKHO Pa3CTPOUCTBO

[MpenopsynrenHaTa HayaIHa 4034 3a BeHJ1aaKCHH € YARDKEHO 0¢Bo0OXKNaBaHe € 75 mg, MpuiaraH
BenHLXk AHEBHO. HAMa noKazaTencTsa, ye no-BHCOKHTE NO3H MOTAT Aa A0BEAAT N0 AOMBIHHTE/NHA

nmoJi3a.

Brnpeku TOBa NPH OTAENHH NALMEHTH, KOWTO HE OTFOBapAT HA HAYATHHUTE 75 mg/aeH, A03aTa MOXe
Aa ce MOBHIIB A0 MakcHMyM 225 mg/aeH. [osHillaBakeTo Ha no3aTa MOXKE Ja C€ U3BHPILBA HA
MHTEPBANH OT 2 ceMHUIK wiH noBeve.llopaan puck OT £0303aBHCHMH HEXKEJIAHH JTEKAPCTBEHH
peakllM{ MOBHILABAHETO HA A03aTa TpAOBa Aa ce W3BBHPLUBA CAMO C/Ie]l KTHHHYHA OLIEHKA (BXK.
Touka 4.4). Tpabea 1a ce noyTLPKa Hal-HUCKaTa epeKTHBHA N03a.

[laupenruTe TpabBa Ja ce JeKyBaT 3a AOCTAaTbUYeH NEPHOA OT BpemMe, 0OHKHOBEHO 38 HAKOIKO
MEcena HWIH noeeye. JleyeHuero TpabBa Aa ce NMpeoLcHABa PSAOBHO 3a BCEKH OTAENEH Cayyai.

[laHH4eCcKO pa3CTPOHCTBO

IlpenopwuBa ce go3ata ot 37,5 mg/nen seHnagakcHH ¢ yABIKEHO 0CBOOOKIABAHE 1A CC H3NOA3BA B
NpOoOBLKEHHE HA 7 JHH, CJIEl KOETO Ao3aTa TpabBa Aa ce MoBHIIM A0 75 mg/neH. [TaumMenrure,
KOWTO He OTTOBApAT HA Jo3aTa oT 75 mg/AcH, MOraT 2a ce NOBJIHAAT 0J1aronpHATHO OT NOBULIABAHE
Ha Jo3aTa A0 MABKCHMYM 225 mg/neH. [ToBHlIaBaHETO Ha A03aTa MOXE [1a C€ H3BBbpILLBA Ha
MHTEPBAIH OT 2 CEAMHLH MM NOBeYe.

[lopany pHUcK OT 10303aBHCHMH HeXceJlaHH JIEKAPCTBEHH PpeaKlivy NOBHILIABAHETO HA Ao3aTa TpabBa
[a ce H3BbPIIBA CAMO Clle] KIIKHHYHA npeueHka (Bx. Touka 4.4). Tpsbea na ce noggnpxa Hail-
HUCKaTa epeKTHBHA [O34.

[TanueHTHTE TPADBA A2 CE JIEKYBAT 33 JOCTATHYEH NEPHOL OT BpeMe, OOHKHOBEHO 32 HAKOJIKO
Mecella WK nosede. JleueHuero Tpsdpa Aa ce NpeoLeHIBa peIOBHO 3a BCEKH OTAEJICH CIy4ail.

CHUMITTOMH Ha OTHeMaHe, HabaoaaBaHK NpH NpeKpaTABaHe Ha BeHIadakcUH

BHe3anHOTO NpeKpaTABaHe Ha neucHHeTo TpsOBa na ce u3dbsaraa. Koraro ce npeycraHosasa
neyeHHeTo ¢ BeHnadaxcHH, fo3aTa TpadBa na ce MOHWKAaBa NOCTENEHHO 3a NEPHOA OT NOHE €1Ha A0
N1Be CeAMHILIH, 3a Aa Ce peAyLHMpa PUCKBT OT peakLMd Ha OTHeMaHe (BX. ToukH 4.4 U 4.8). Bee nak
BpeMeTO, HeoOXOOUMO 3a MOHWKABAHE HA 103aTa, MOXE Z1a 38BHCH OT J034aTa, MPOAL/DKHTENHOCTTA
Ha TepanyaTa ¥ NALUMEHTa HHAUBHAYANHO. TIpH HAKOH NMaLHEHTH MOJXKeE J1a C€ HAJIOKH
NMpeKpaTABaHETO HA ICYUEHHETO Aa CE€ U3BBPILUH MHOTO NTOCTENEHHO B MPOAB/DKCHHE HA MECCLIHM HITH
3a MO-ABJTBI IEPHOA OT BpeMe. AKO Cllel MOHDKABAHE Ha J03aTa WK ITPH NPEKPaTaBaHe Ha
NeYEHHETO Bb3HUKHAT CHMIITOMHW Ha HENOHOCHMOCT Tpabea aa ce Bb30OHOBH NpeanucaHara npeau
TOBA A034, CJie] KOETO JIeKapsT MOKE A& NPOABJIKH A TOHWXKABA J03aTa, HO MO-TIOCTENEHHO.

CrieuManHu NommyautH

ITauueHTH B cTapuecKka Bb3pacT

He ca HeoOxoaAMMH crieLyaiH¥ KOPEKLMH Ha 003aTa Ha BeHnagakCHH Bb3 OCHOBA cay@ iy
HA nauMeHTa. BLIIpekH ToBa ce U3KMCKBa NOBHUILCHO BHHMAHHE 1IPH 1€YEeHHUETO Ha " e
cTap4yecka Bb3pacT {Harnp. nopaaH Bb3MOXKHO OBOpeuHO yBpeXaaHe, BE3MOXKHHTE fpihe IS AL

=
YyBCTBHTEJIHOCTTA U apHHUTETA KbM HEBPOTPAHCMHUTEPH, HACTHIBAILH CBC CTape (B
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Tpa6Ba na ce U3NoA3Ba Hali-HHCKaTa epeKTHBHA 03a H MaLMEHTHTE TPAOBA 1a ce npocneasBarT
BHMMATEIHO, KOTATO C€ Haslara NOBULIABAHE Ha A03aTa.

[TauneHTH ¢ 4EPHONPOOHO YBRpEeXKAaHE

[pu nauMEHTHTE C JIEKO A0 YMEPEHO YePHOAPOOHO yBpeXxIaHe No NpaBUIIo n03aTa TpAdBa aa ce
noHwxH ¢ 50 %. Bunpeky ToBa, MOpaaH HHTEPUHAWBUIYAITHATA BApHaOUITHOCT HAa KITHPBHCA €
Bh3MOXKHO HHAHBHIYAIM3HPAHE HA JO3HPOBKATA.

[Tpy nauMeHTH ¢ TEXKO YepHOAPOOHO yBpeKaHe IaHHHTE ca orpaHHyeHH. Hlpenopbusa ce
MOBULIEHO BHUMAHHE ¥ MOHW)KAaBaHe Ha no3ara ¢ Haa 50 %. Tpabea na ce npeLeHH NoTeHIKHAIHATa
oj3a CIpAMO PUCKA OT JICHEHHETO Ha NALIMEHTH ¢ TEXKKO 4epHOAPOOHO YBpeXKaaHe.

[TlauneHTH ¢ OBOPEUHO YBpEXKIAHE

3a naUHeHTH ChC CKOPOCT Ha roMepyiHa ¢purrpauus (CI'O) mexay 30-70 ml/min ce npenoprusa
MOBHLIEHO BHUMAHHE, BHIIPEKH Ue HE € HeoOXoAnMa NpoMsaHa B IO3HPOBKATA. 3a NaLeHTH, NpH
KOMTO CE HANara XeMoAHaIN3a, M MPH NaLHEHTHTE ¢ TeXKKO OBOpeUHo yBpexaaHe

(CT'® < 30 ml/min), no3ara Tpsbea aa ce noHwkH ¢ 50 %. [Topaau HHTEPHHAHBHIYAIHATa
BapHAGHNHOCT B KAMPBHCA MPH TE3H NALMEHTH € Bb3MOXHO HHIAMBHYANH3HpAHE HA J03HPOBKATA.,

[lexuaTpyuuHa OOMyJialKA

BennadakcHH He ce npenopbusa 3a ynorpeda NpH Jelia ¥ FOHOIIH.

Kourponnpany KIHHHYHKM NPOYYBAHHSE NPH AELA H IOHOLIH C TONAMO AENPECHBHO Pa3CTPOMCTBO He
MoKa3BaT epUKACHOCT H HE NOAKPEnAT ynoTpebarta Ha BeHiadakCHH NPU TE3U NALMEHTH (BX.
ToukH 4.4 u 4.8).

EdrkacsocTTa B 6e30nacHOCTTA Ha BEHJIaaKCHH 3a APYrH MOKa3aHHA MpPH Aelia H# IOHOLIH Ha
BB3pacT noAa 18 rodMHU He ca YCTaHOBEHH.

HauyuH Ha NpUaoKeHHue

3a nepopanHo NpUIOKEHHE.

Ipenoprusa ce KancyiuTe BeHnadakChH ¢ yILDKEHO 0CBODOXKIaBaHE /1a Ce [PUEMAT C XPaHa,
npuGAIHIUTENHO N0 €4HO U ChILO BpeMe Beeku AcH. KancynuTe Tpabea na ce NOrabILAT LeJH C
TEUHOCT W He TPAOBA fa ce OTBAPAT, pa3MavKBaT, AbBHAT WIH Pa3TBapAT.

[MauMeHTHTE, NEKYBaHU ¢ BeHnadakcHH TabneTku ¢ HezabaBHO ocBoBOKIaBaHE, MOTaT Aa NpeMUHAT
Ha JicucHHe ¢ BeHNa(aKkCHH KancyiH ¢ yABDKEHO 0cBOOOKAaBaKE, KaTo CE€ H3MoN3Ba Hakl-0nu3kara
eKBHBAJICHTHA AHEBHA A03a. Hanpumep BernadakcuH Tabnerku ¢ HezabaBHO ocBOOOXKAaBaHe

37,5 mg npa MbTH AHEBHO MOTAT /ia CE 3aMEHAT ¢ BEHNA(QaKCHH KalCyH ¢ YABDKEHO
ocsoboxkaaBaHe 75 mg BeAHBXK AHEBHO. BL3MOXKHO € [ja ce HAIOXKAT HHAHBHAYANTHH KOPEKLIHH B
AO3UPOBKATA.

BeunadakcHH Kancyim ¢ yABDKEHO 0CBOOOMKAaBaHE ChABPX A MUKpOC(EpH, KOHTO OCBOOOKNABAT
6aBHO aKTHBHATA CHCTABKA B XpaHOCMHIATEHHA TpakT. HepasTBopuMaTa 4acT oT T€3M MUKpochepu
ce eJIMMHHHUPA M MO3KE Jla C€ OTKpUE BbB eueca.

4.3 [IIpornBonoxa3anns

CBpBbXYYBCTBHTEIHOCT KbM aKTHBHOTO BELIECTBO HIIH KBM HAKOE OT MOMOLIH
130poeHH B Touka 6.1.
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CBbIbTCTBALLO AEUEHHE ¢ HeOOpaTUMH HHXKOUTOpH Ha MoHoamKHOOKcHaaszata (MAOU) e
MPOTHBONOKA3aHO, NOPAAM PHCKA OT NOSBa HA CEPOTOHMHOB CHHAPOM ChC CUMITTOMH KaTo BB30Yyaa,
TpeMop W xuneprepmus. Jleuenue ¢ Bennadakcui He Tpabsa na ce 3anousa noHe 14 aHu cien
npeycTaHOBsABaHe Ha JeyeHueTo ¢ Heobpatum MAOH.

Vnorpebata Ha BeHnagakcuH TpadBa Ja ce npexpaTi NoHe 7 JHHU NMpeyd HaYaloTo Ha Tepanus ¢
Heo6patim MAOMU (Bxk. ToukH 4.4 1 4.5).

44 Cneunna/HH npeaynpexIeHHs H NpPeINa3nH MepKH NpH ynorpeda
[lpenoszupane

MauuenTure TpaGea Aa 6bAAT CHBETBAHK A4 HE YNOTPeOABAT AJIKOXO, MPEABN HETOBOTO
sb3aelicTeye Bbpxy LIHC n BepoATHOCTTA OT KIMHHYHO BOLLABaHE HA MCHXHYHOTO ChCTOSHHE
RaKTO M BEPOATHOCTTA 38 HEXE/IAHU B3aHMOJEHCTBHA ¢ BeHladaKCHH, BKIIOUKTENHO €PEKTH Ha
notuckaHe Ha LTHC (Touka 4.5). Cro0LuaBa ce 3a npeao3npase ¢ seHnadakcHH NMpeIuMHO B
KOMOMHAUHS ¢ ATTKOXON W/HMIK APYTH JIEKAPCTBEHH NPOIYKTH, BKIKOUYHTEIHO CIIYUaH C JIeTalleH
u3xoa (Touka 4.9).

B peuentuTe BeHnadakcuH Tpabea ce H3NHCBA B HAH-MANIKOTO KOMHUECTBO, KOETO € ChIIOCTABUMO €
NPaBHIHOTO JIeYEHHE Ha NMalKeHTa, 3a 1a C€ HaMallM PUCKET OT Npeao3upaHe (BxTe 4.9).

CYHIIWHH OTIMTH/CYHIIMIHN MHCJIH WK BNOLIABAHE HA KIIHHWYHOTO CHCTOSHHE

Henpecusra € CBbp3aHa ¢ MOBHLIEH PHCK 32 CYHMUKRAHN MHCIIH, CAMOHapaHABAHC U CYMLIMAHH ONUTH
(cynumanu cpbuTHA). TO3H pHUCK NepcHCTHpPa 10 HACTBIIBAHETO Ha 3HAYMMa peMHCHA. TBH KaTo
noaoOpeHHeTO MOXKE 1a HE HACTBITH NPE3 MbPBHTE HAKOJIKO WIH NOBEUYEC CEAMMLIM OT JIEYEHHUETO,
naeHTHTE TPAOBa A2 ce NPOoC/IeAABaT BHUMATEIHO IO HACTBIIBAHETO HA TAKOBA NOAOOPEHHE.
O6uyaifHMAT KIMHHYEH OTIMT NOKa3Ba, 4€ PUCKBT OT ¢aMOyOHICTBO MOXKE a CE€ MNOBHIUH B PAHHHTE
€TANKY OT BL3CTAHOBABAHETO.

JIpyr# NCHXHYHH ChCTOAHUSA, 33 KOMTO C€ NpeNnucBa BeHIadakCHH, MOTaT ChIIO JIa €a CBbP3aHH C
MOBHLIEH PHCK OT CYULIMARK chOUTHA. OCBEH TOBA TE3H CHCTOAHHS MOraT Ja ¢a KOMOPOMHH Ha
roIIMOTO JIENPECHBHO pa3cTpoiicTBo. CreaoraTesIHO, ChILHTE NpeAna3HH MEPKH, KOUTO Ce
cHOI0/1aBaT NPH TEYEHHETO Ha NAaLHEHTH C FONAMO AENPECHBHO pasCTpoiCcTBO, TpabdBa aa ce
cHOMOAABAT H KOraTO C€ JICKYBAT NALMEeHTH ¢ APYTH NCHXHUHH pa3CTPONCTRA.

HaBecTHO €, Ye npy NalMEeHTHTE ¢ aHAMHE3Aa 32 CYMUHIHH CHOUTHA WIH NTPH KOHTO ce Habaroaasa
3HAYHUTE/IHA CTelNeH Ha CyMLIMAHA MACALIHA NIPEAH 3aNOYBAHE HA JICUEHHETO PUCKDBT 38 CYHLHIHH
MHCJIH HIH CYHLIMAHH ONHTH € MOo-BHCOK H TpalsBa Aa ObaaT npocnenaspaHy BHUMATENHO NO BpeMe
Ha JleyeHHeTo. MeTaaHanus Ha Iauebo KOHTpOIUpaHHTE KITHHUYHH NIPOYyYBaHHUA Ha
aHTHUACIIPECAHTH NMPH BL3PACTHH MALIMEHTH C NICHXMYHH pa3CcTPOHCTBA MOKa3Ba MOBHILEH PHCK OT
CYMLIMIHO NOBEJCHUE TIPH JICUEHHE C aHTHAENPECAHTH B CpaBHEHHE ¢ Mnaledo npu NauMeHTH Ha
BB3IPACT MO 25 FOAUHM,

JlekapcTBeHara Tepanua TpaOBa Aa ce ChIILTCTBA OT BHUMATETHO NPOC/CAIBaHE Ha NMaLHEHTHTE H
0cOOEHO HA Te3H C BUCOK PUCK CIICLIHANTHO B PAHHUTE €TanMk Ha NeYEHHETO W CNER MPOMSHA Ha
po3ara. [lauueHTte (M TexuuTe Sonnornena4uu) TpadBa aa ObaaT npeaynpeaeHy, Ye € HeodXoaHMo
Na NpocAeARBAT 33 BCAKO KIMHHYHO BIOLIABAHE, CYMLUMAHO MOBEACHHE WIH MHCIH H HeoOHUaliHK
NPOMEHH B NMOBEACHHUETO, U HE3a0aBHO 12 MOTHPCAT MEAHLUIMHCKH CHBET, aKO Ca HATHYHH Te3H
CHMITTOMH.

CepOTOHHHOB CHHAPOM

KaxkTo U NpH ApyrH cepOoTOHHHEPrUYHH CPEACTBA, TAKA H MPH JIeYEHHE C BEHiad
HaOJIoAaBa CEPOTOHMHOB CHHAPOM, KOHTO € MOTEHUMAITHO )KHBOTO3aCTpalllaBaLLl
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ocobeHo NpH CLIBTCTBALLA YNIOTpeOa Ha APYry BEIIECTBA, KOHTO 3aCAraT C€POTOHHHEPrHiHATa
HEBPOTPAHCMMTEPHA cHcTeMa (BKmounTenHo Tpunrany, SSRIs, SNRIs, TpHUHKIHYHH
AHTUJENPECAHTH, aM(PETaMHHM,, NUTHH, CHOYTPaMUH, JXBIT KaHTapHoH (Hypericum perforatum),
onHouaH (Hanp. 6ynpeHopdHH, GeHTAHN H HETOBUTE aHANO3H, TPaMaaoin, ASKCTpoMeTopdaH,
TANEHTA0M, NMETHAHH, METAAO0H H NEHTA30LMH), IEKAPCTBEHH MPOAYKTH, KOUTO 3aCAraT
meTabonuima Ha cepoTOHHH ( MAO-HHXHOUTOPH, KATO METHIEHOBO CHHBO), IIPEKYPCOPH Ha
cepOTOHHHA (KaTo TpHITTOdaHOBY A00ABKH) WIH AHTHINICHXOTHLM WIH APYTH AONAMHHOBH
aHTaroHUCTH (BK. TOUKUA 4.3 u 4.5).

CHMIITOMUTE Ha CEPOTOHUHOBHMA CHHAPOM MOTraT Ja BKIIFOYBAT NPOMEHH B NICHXHYHHSA CTATYC
(sanp. 8136y 4, XaMOLUMHALKH, KoMa), HecTaDWIHOCT Ha BereTaTHBHATA HEPBHA CHCTEMA (Hanp.
TaxvKapaHMa, HeCTaOHNHO KPbBHO HANAraHE, XHIIEPTEPMHS ), HEBPOMYCKYJIHH HapyLUCHHA (Hanp.
xuneppeduIeKcHs, HeKOOPAHHHPAHOCT) W/IIIH CTOMAIIHO-YPEBHH CHMITTOMH (Harp. rajeue,
MoBpBlIaHe, Auapua). CepOTOHHHOBHAT CHHAPOM B Haii-TexkaTa ¢4 ¢popMa Moxe Jia HaroaodaBa
HeBposienTHYeH MaiurHeH cuagpoM (HMC), kofiTo BKIIOUB2 XHNECPTePMHA, MYCKYJIHA PHTHIHOCT,
BErETATHBHA HECTAOHIHOCT ¢ BB3MOXKHH OBbp3u KonedaHUs Ha KU3IHEHHTE NMOKA3aTeAHW H NPOMEHH B
NCUXHYHUA CTATYC. |

[Mp# KTMHUYHO ONPaBAaHO €HOBPEMEHHO JICYEHHE ¢ BEHIadaKCHH M IPYTH CPeACTBa, KOWTO Morat
Na OKAXKAT BJIMAHHE BbPXY CEPOTOHHHEPrHYHHATE U/WIH NOMTAMHHEPrHYHHTE HEBPOTPAHCMHTEPHH
CUCTEMH CE MpENopbuYBa BHUMATEIHO HabNoaeHHE Ha NaLKeHTa, 0CoDEeHO B HAYAIOTO HA JICYCHHETO
M MpU NMOBHILABAHE HA A03aTa.

EnnospeMeHHaTa ynoTpeda Ha BeHnadakcHH ChC CEPOTOHHHOBH NPEKYPCOPH (KaTo 100ABKH ¢
TpUNTogaH) He ce NpenopbYBa.

TecHoBIbAHA INIAYKOMA

B13MOXKHO € 1a ce HabnioaaBa MUpHa3a, CBbp3aHa ¢ ynorpedara Ha BeHnagakcHH. Ilpenopbusa ce
MALHEHTHTE C MOBHIIEHO BTPEOYHO HAIATAHE WK MALMEHTHTE C PHCK OT OCTPa TECHOBIbJIHA
riayKkoMa (3aKpHTOBIBJIHA FJ1ayKoMa) Jia ce NMpoCeasBaT BHHMATEHO.

AprepHalHo HanaraHe

[Ipy ynotpeba Ha BeHnadakcHH uecTo ce cpobillaBa 3a 10303aBUCHUMO NOBHILIABAHE Ha
apTepHanHoTO HansraHe. B HAKOW cnydaH npu NOCTMAPKETHHIOBHA ONHT e ChoOLaBa 38 MHOTO
CHJIHO NOBHIIEHO KPHBHO HANATaHE, HM3UCKBALLO He3abaBHO JieueHne. Becnuki nauueHTH Tpabpa na

ObaaT BHUMATEIHO CKPHHHPaHH 3a BHCOKO APTEPHATTHO HAJIATAHE K CHLIECTBYBALIATA XHIIEPTOHHS
TpabBa Aa ce oBnagee Npear HauanoTo Ha neueHuere. KpreHoTo Hangrane Tpabea na ce npocneassa
NEPHOAKUYHO CAE/l HA4ANIOTO Ha JICYSHHETO H cliefl MOBHIIaBaHE Ha fo3uTe. TpabBa aa ce noaxoxaa
C MOBHILIEHO BHUMAaHHE NMPH MALMEHTHTE, YUETO OCHOBHO 3ab0/sBaHe MOXKE Aa C& KOMIIPOMETUPA OT
MOBHLIEHOTO KPHBHO HANATAHE, HATIP. OHE3H C HApYylileHa CbpAeYHa PYHKLHS.

CbpaeuHa yecToTa

Bu3moxHO e aa ce HabnogaBa NOBHilIEHa ChPISYHA YECFOTA, OCOOEHO MIPH NPpUIAraHe Ha NO-BHCOKH
no3u. Tpadea na ce NoAX0X/Aa C NOBHIIEHO BHUMAHHKE NPH NALMEHTH, YHHTO OCHOBHH 3abomnsBaHUA
MOraT Aa c€ KOMITPOMETHPAT OT NOBHILICHATA CbPACYHA YECTOTA.

ChpaeuHo 3a0013BaHE H PUCK OT ApUTMHS

BEHﬂaCIJaI{CHH HE € OLICHABAH IIpH MAUHUEHTH C aHAMHC3a 3a CKOPOLICH MHOKApACH HH(IJRPKT HJIH
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(TdP), kamepHa TaxMkapaus U $paTalHH CbPACUHH @DHTMHUH, CBBP3aHH C H3MOJI3BAHETO Ha
peHnadakcHH, 0COBEHO NpU NPeaO03uPaHe WK NPH NALKEHTH C APYTH PUCKOBH (GAKTOPH 3a
yawibkasane Ha QT uarepeana/TdP. Tlpeau aa ce npeAnHiue BeHAAQaKCHH Ha NALMEHTH C BHCOK
PHCK OT CEPHO3HA ChPAEYHA apUTMHS WIH yAb/bKaeane Ha QT uHTepeana TpsOBa fa ce NpeleHH
CBOTHOLICHHETO TNONI3A/PHCK (BXK. TouKa J.1).

[ bpuoBe

[Tpu Tepanus ¢ BeHnadakcHH MOrar Jia HacTBNAT rbpuoBe. BennadakcuH, TpsabBa na ce npunara ¢
NOBUILIEHO BHUMAaHHE MPH MAUMEHTH ¢ AHAMHE3A 33 MBPYOBE H 3aCErHATHTE NAUMEHTH TpAOBa aa ce
npocieaasat BHUMaTenno. Jleuennero TpabBa Na ce cnpe npH BCEKH NALMEHT, KOWTO TOTyYH
rEPYOBE.

XHIOHATPHEMUSA

[pu neuexne ¢ BeHnaGakCHH MOTAT a HACTBIAT CIy4aH HA XMNOHATPEMHS H/UIH CHHAPOM Ha
HeaJleKBaTHa cexpelma Ha auTuanypetHdeH xopmoH (CHCAX). Tosa ce crobuiaBa Haji-yecto npu
MALMEHTH ¢ XMINOBOJIEMMSA WIH NPH AeXHAPATHPaHH MauuerTH. [IpH nauMeHTH B cTapyecka Bb3pacr,
NaLUEHTH, NPHEMALIN JHYPETHLIM, H NALWEHTH C XHMOBOJIEMHA NO APYTH NMPHYHHH PHCKDBT MO
OTHOLLICHHE Ha TOBA ChOUTHE MOXeE Z1a Obae NO-BHCOK.

[1aTONOrH4HO KbpBEHE

JlexapcTBeHH NPOAYKTH, KOUTO HHXHOUpAT 0OpPaTHOTO 3aXBalllaHe Ha CEpOTOHHHA, MOTaT Ja
otcaabst aeiicteHero Ha TpomGouuTuTe. CHOMTHATA HAa KbPBEHE, CBbp3aHH ¢ ynoTpedaTta Ha SSRI u
SNRI ca oT €eKXHMO3H, XeMaTOMH, ENHUCTAKCHC H NETEXHN 10 CTOMALIIHO-YPEBHH H
’>KHBOTO3acTpaliaBaiuy Kpreouuey; SSRI/SNRI morar fa yBenuuat picka oT nociaepoaoBo
KpbBOTeUeHHE (BXK. TOUKH 4.6 1 4.8). [Ipn naumeHTH, npuemally BeHnagakCHH pUCKBT OT KbPBECHE
MOXke Aa 6bae noBuileH. Bennadakcu Tpadsa na ce U3nonisa ¢ MOBHUIEHO BHHMaHWeE NPH
NAaUHEHTH, NPeApa3NnoNokKeHH KbM KbpBeHe, BKIIOUMTEIHO MAUHEHTH HA aHTUKOAryJ1aHTH H
MHXHOUTOPH Ha TPOMOOLIUTHATA arperatu.

CepyMeH xonecTepod

B mnaue6o KOHTpoAUpaHH KJIIMHHUYHH NPOYYRaHHS CNel JICUeHHE ¢ BeriadakCHH B NPOAL/DKEHHE Ha
noue 3 Meceua € HabAOAABAHO KIIMHHYHO 3HAYHMMO MOBHLIABAHE HA CEPYMHHA XOJIECTEPOJI NPH

5,3 % oT neKyBaHuTe ¢ BewadakcHi naumeHTH H npu 0,0 % oT nonyuaeranuTe ¢ wiauebo
nauMeHTH. [IpH NpoBeAaHe Ha MPOILDKUTENHO JIeUeHHe TPAOBA Ja ce ONpeaeNsT CTORHOCTHTE Ha
CEPYMHHA XOJIECTEPOII.

CbBMECTHO NMPHIOKEHUE CHC CPEACTBA 33 MOHHKABAHE HA TEJICCHOTO TCIJIO

BesonacHocTTa M €PHKACHOCTTA Ha TEpanuATa ¢ BeHadakcUH B KOMOHHAIMS CBC CPEACTBA 38
NOHUKABAHE HA TErJIOTO, BKIIOMHTENHO (PeHTEPMHMH He ca ycTaHOBEHH. He ce npenopruBa
CBBMECTHOTO MPHJIOXKEHHE Ha BeH1adjakCHH U CPEACTBA 33 NOHH)KABAHE HA TENECHOTO TEMIO.
BexnnadakcHH He e NoKazaH 3a NMOHKABAHE HA TErNIOTO KaTO CAaMOCTOATENHO JICUCHHE WIH B

KOMOHHAUMS C JAPYTH JIEKAPCTBEHH MPOAYKTH.

Mauus/XHIIOMaHHa

[Tpn Manka 4acT OT NAUUEHTHTE C NPOMEHH B HACTPOCHHETO, KOMTO Ca NOJTy4aBalH
aHTHACTIPECAHTH, BKIIIOUKTENHO BeHNa(akCHH, MOXeE Aa HACTBHIMN MaHHA/XHNIOMaHus. Bosra ans
TpaA6Ba Aa ce U3MON3Ba BHUMATEJIHO NIPH NALIKEHTHTE ¢ aHaMHe3a WIH QaMHITHa aHaMLs
OUNONAPHO Pa3CTPOHCTBRO. |
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Arpecus

[TpH HAKOM NALMEHTH, KOMTO ca MOJY4aBali aHTHACHPECAHTH, BKJIIOYUTENTHO BEHITaaKkCHH, MOXKE
Na HACTBIH arpechd, KoeTo ce HabnmioaaBa B HAYANOTO HA JIEYEHHETO, TPH MIPOMAHA Ha 103aTa H
npexpaTapaHe Ha leveHHeToHernagaxchn Tpadea aa ce U3MON3Ba C BHUMAHHE NPH NALMEHTH C

aHAMHE3a 3a arpecua.

[IpekpaTaBaHe Ha JICYEHHETO

Jlo6pe W3BECTHO €, ue NpH aHTHAENpecaHTHTe ce HabmonasaT epeKTH NpH NpeKpaTABaHe Ha
JIEUEHUETO M MOHAKOra Te3n edeKTH MoraT Aa ObaaT MPOIBDKHTENIHM W TeXKH. TIpn npomsaHa B
N03MPOBBHYHATA CXEMa Ha BerwladakCHH, BKIIOUATENHO M NIPH NpeKpaTsaBaHe Ha JIEYEHHETO, NPH
naLMeHTUTe ca HabmonasaHu caMoyOuicTBO/MHUCITH 38 caMOYOHHCTBO M arpecus. CneoBaTesHo,
naumMeHTHTE TpAOBA Aa ce HabAKaaBaT ¢ MOBHUILIEHO BHHMAHHE NPH NMOHWKABAHE Ha J03aTAa HAH MpPH
[IpeKpaTaBaHe HA e4YeHKHETO (BX. mo-rope B Touka 4.4 - CamoybuiicTeo/MHCIH 3a camoyOuiicTBO
WIH KIHHUYHO BIIOILIABaHE U arpecus). CHMITOMMTE Ha OTHEMAHE, KOraTo C¢€ NpeKpaTsBa
JIEYEHHETO €A YECTH, OCOOEHO aKO IPeKpPaTABAHETO € BHE3anHo (BX. Touka 4.8). B KIHHHYHH
MPOYyYBaHHA HEXENAHHTE CLOHTHA, KOUTO ce HabJIOAABAT NPH NPEYCTAHOBIABAHE HA JIEUEHHETO (NpH
NOCTENEHHO CMHPAHE U CJIE/l HOCTENEHHO crnypaHe) 3acarar npubnusurenHo 31 % or naluueHTHTe,
1ieKyBaHH ¢ BeRnadaxkcuH 1 17% oT nauueHTHTe, NpHeMaily nnauedo.

PHCKBT OT CHMITTOMH Ha OTHEMaHE MOXKE ZIa 3aBHCH OT HAKONKO GaKTopa, BKIIOUHTETHO
NPOABKUTETHOCTTA K 103aTa Ha ICHEHHUETO H CKOPOCTTa Ha NOHWXXaBaHe Ha nosara. Hai-yecto
CHOOLABAHNTE PEAKLIHH Ca 3aMaSHOCT, CEH30PHH HApYILUEHHS (BIIOUHTENTHO NapecTe3ud),
HapyILeHHA Ha CbHA (BKJIFOYHTENIHO 6€3ChHHE H HANPErHaTH CHHHUINA), 0e3N0KOHCTBO MK
TPEBOXKHOCT, raZicHe WHWIH NMOBpPBLIaHE, TPEMOP, MABOOOIIHE, 3PHTEIIHH YBPEXKAaHHA K
xunepToHus. O6HKHOBEHO T€3W CHMITTOMH Ca JIEKH 10 YMEPEHO TE€XKKH, HO MPH HAKOH NMAlHEHTH
'MOraT 21a 61T TEXKKHU 1O HHTeH3UTeT. Te OOMKHOBEHO HACTBIIBAT B PAMKHTE HA ITBPBHTE HAKOJIKO
JAHH OT NPEKPATABAHE HA JICYEHHETO, HO HMa MHOIO PEAKH CHLOOIIIEHHS 32 TAKMBA CHMITTOMH NpH
NaUUEHTHTE, KOUTO €& NMPOMyCHANU A03a Mo HeBHHUMaHue. [1o npuHLMn Te3u CHMITTOMHE Ca
CaMOOTPaHH4aBallY ce€ ¥ OOMKHOBEHO OT3BYYABAT B PAMKHTE Ha 2 CEIMHLIH, BLIIPEKH Y€ NMPH HAKOH
XOpa Te MOTaT Aa ¢a No-NPOABDKUTENHH (2-3 Meceua wid noseye). Ero 3ailo ce npenopbypa go3aTa
Ha BeHIa(haKCHH Ja C€ NOHHKABA MOCTENEHHO NPH NMPEKPATABAHE HA JIEYEHHETO 38 IEPHOA OT
HAKOJKO CEIMHLIM HWIH MECELM crnopel Hy>KRWTE Ha naiiMeHTa (BX. Touka 4.2). [Ip# nakoun
MalHeHTH IPEKPATABAHETO HA NTEUEHHETO MOXKE A3 OTHEME MECELIH HIH MOBEUE.,

AKaTH3HA/ICUXOMOTOPHO 6€3NOKOUCTBO

Ynorpebara Ha BeHna(akcHH ce CBbP3Ba ¢ M0ABa Ha aKaTU3KA, XapakTepu3upalla ce Cbe
CYOEKTHBHO HEMPHUATHO WM M3TOLaBalllo 0e3NOKOHCTBO H HEOOXOUMOCT OT YECTO IBIDKEHHE,

CBNPOBO/ICHA OT HECHOCOOHOCT Aa Ce CTOM CIIOKOHHO B CERHANIO WK H3MPaBEHO MONMOKEHHE B Hal-
4eCTO ce HaO/MIoIaBa npe3 NbPBUTE HAKONKO CEAMHLM OT neyeHuero. HpH nauueHTH, KouTo
f10JIYAT TE€3H CHMITTOMM, TMOBHIIABAHETO Ha f03aTa MOXE A4 € naryoHo.

CyxoTa B ycTaTa .

3a cyxora 8 ycTarta ce cbobmara npu 10 % ot naumeHTHTE, NEKYBAHH C BEHAA(PAKCHH, KOETO MOXE
1a NOBHUIIY pHcKa oT Kapuec. [launenrure tpadsa aa 6baaT NOCHBETBAHKM KOMKO BAXKHO € Aa Cna3BaT
XMrMEHa Ha YCTHAaTa KyXHHA.

lnaber

Ipu nauxeHTH ¢ AKaBeT, NeHEHHETO C HHXMOUTOPH Ha OGPATHOTO 3aXBalIaHe HA CEPC
(SSRIs) nnu BennapakCHH MOXKe J1a NMOBJINAE TJIMKEMHYHHS KOHTpo. Bp3MoxHO € 1
OBIAT KOPHIHPAHW A03MTE HA MHCYIHHA W/ HIIH NICPOPANHHTE aHTHAHA0ETHH CPEICTHE
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CekcyanHa IHcyHKIHA

UnxuburopuTe Ha oOpaTHOTO 3aXBalllaHE Ha CEPOTOHHHA H HopaapeHandHa (SNRIs) morar aa
NPUYHHAT CHMITOMH Ha CeKcyanHa quchyHkuyma (Bx. Touka 4.8). ima cvobueHus 3a
NPOABDKUTENHA CEKCYATHA IMCOYHKLHA, NPH KOATO CHMITTOMHUTE NPOLB/DKABAT BBIIPEKH
NpeKLCBaHEeTO Ha npHemMa Ha SNRI.

BiauMonelicTBHS JIEKAPCTRO-1a00PATOPHH TECTOBE

[Tpu natHedTH, NpHeMallM BeHnadakcut ce cbobliiasa 3a GantuBo NOJOXKHTETHHTE
HMYHOJOFHYHH CKPHHHMHI W3CNeNBaHUA Ha YPUHATA, 3a onpeacnane Ha eHUHKIHaAuH (PCP) n
aM(eTaMHH, KOETO CE /DKM Ha TMNcaTa Ha cneuM(pHUHOCT Ha CKPHHHHIOBHTE TecTOBe. DanluMBo
[TONOMXHTE/IHM PE3YIITATH MOTaT [1a C€ OYaKBAT HAKOJIKO AHH CJIe] MPEeKpaTiBaHe Ha TepanuaTa ¢
seHnadakcud. Bennadakcun Moxe aa ce pasnnuu oT PCP u ameraMuH upe3 NOTBbpKAaBALLH
TECTOBE, KATO HATIPUMED Te4YHa XpoMaTtorpagusa/Mac-ClIeKTpOMETpHS.

[TOMOIIHH BEIIIECTRA:

Jaxapoza
[NaumeHTH ¢ peaKH HacleaACTBEHH NpobaeMH Ha HEMOHOCHMOCT KbM (pyKTO3a, INIOK030-

FATAKTO3Ha ManabcopOumMa KK 3aXapa3o-H30ManTa3eH JepyLMT He TpaOdBa Aa npuemMaT T03H
NEXapCcTBEH NPOAYKT.

IleanaTpuyHa nonynaLHs

Jlapokcud XR He Tpab8a aa ce M3Mo3Ba 32 JICUCHHE HA LA ¥ IOHOLIH Ha BB3pacT noj 18 ronuHm.
CyyUHAHOTO NOBEACHHE (CYHIIMAHH ONMTH H CYHLIMAHH MHCIIH) H BpaxaeOHOCT (rnaBHO arpecud,
OMO3HLIMOKHO NOBEJEHHE H THAB) c€ Hab/moaaBa No-4eCcTo NPH KIHHAYHHUTE NPOYUYBaHHA cpel Aeila
M IOHOLIN, NEKYBAHU C AHTHACTIPECAHTH, B CPaBHEHHE C TE3H, JIEKYBaHH C rulaleb0. AKO Bb3 OCHOBA
Ha KIHHMYHWUTE HYX/H HE3aBHCHMO OT TOBA C€ B3eMe PELUCHHE 34 JICYECHUE, NallMeHTLT TpAOBa 1a ce
npociedBa BHHMATEIHO 3a MOSBaTa Ha CYHLMAHNA CHMNTOMU. OCBEH TOBa JIMNICBAT AaHHH 32
ABLArocpouHaTa 6e30nacHOCT NMPH Aelia ¥ IOHOLIHK NO OTHOIIEHHE Ha PacTeXka, Ch3PABAHETO H
KOTHUTHBHOTO H MMOBEACHYECKO pa3BUTHE. |

4.5 BsaaMoaeicTBHE ¢ APYrH JJeKAPCTBEeHH NPOAYKTH H APYTH GOPMH HA BIAHMOACHCTBHE

Hux#buTopH Ha MOHOAMHHOOKCHAA3aTa (M_AOH)

Heobpamumu, necenexmuenu MAOH
Bennadakcus He TpaOBa ja ce H3nona3ea 8 koMOMHaLHA ¢ HeoOpaTHMH HecenekTuBHu MAOH.

JleueHne ¢ BennadakcuH He TpaOBa fa ce 3anovBa NoHe 14 NHU cnea crnupaHe Ha JIEYEHHETO C
neobpaTumu HecenekTHBHY MAOU. Jleuenunero ¢ Bennagakcut TpsibBa Na ce MpeyCcTaHOBH MOHE
7 IHY TIpeIM 3aMno4YBaHe Ha NeueHue ¢ HeoOpaTuMH HecenekTHBHW MAOH (Bx. Touku 4.3 1 4.4).

Obpamum cerexmusern MAO-A unxubumop (moxrobemuo)

[Mopanau prcka OT CEPOTOHMHOB CHHAPOM KOMOHHALHMATA OT BEHIA(AKCHH ¢ 0DPaTHM M CeJIEKTHBEH
MAOM, kaTo moknobemun, He ce npenopbusa. Cnea neueHue ¢ obpatum MAQO HHXHOMTOP MOXKe
A2 CE W3NOI3Ba NEPHON HA OTHEMAHE, 10-KpaThK OT 14 JHH, NPEaN A2 Ce 3aNOUHE ICUEHHE C
seHnadaxkcuH. INpenopbuBa ce ieueHUeTo ¢ BeHNnaghakcHH Aa ¢e NMpEYCTAHOBH Hal-Manko 7 AHH
npeax 3anousaHe Ha jeucHHe ¢ odpatuM MAOM (Bx. Touka 4.4).

O6pamumu necenrexmusiu MAOH (nune3oauo)

AHTHOHOTHKET NMHE30NHA € cnad, oOpaThm U HecenekTHeeH MAOH u He TpsaOea 1
MaLHEHTH, JIEKYBaHH ¢ BeHIagakcHH (BX. TOYKA 4.4).

B
DE/H/6399/001-003AB/018G




IMpu nauneHTHTE, NPH KOHTO HACKOPO € npekpaTeHo aeyeHnero ¢ MAOMH u e 3anouyHaTo aeyeHue ¢
BeHNadaKCHH, WK NMPH KOWTO HACKOPO € NMpeyCTaHOBEHA Tepanus ¢ BeHIadakcHH, 3a 1a ce 3anoyHe
neuenne ¢ MAOH ce cpoOlaBa 3a nosBa Ha TEXKKHK HEXKETAHU NIEKAPCTBEHH peakivl, Tein peakuuu
ca: TpEMOP, MHOKJIOHYC, Auadopesa, ralcHe, NOBPBIUAHE, 3aYEPBABAHE, 3aMasHOCT H XMIICPTEPMHUS
C NpH3HAaNH, HaNnoA06ABALUH HEBPONENTHYEH MATHIHEH CHHAPOM, FbpPYOBE H CMBPT.

CepOTOHHHOB CM M

KakTo 1 npH OCTaHAIHTE CEPOTOHHHEPrUYMHU CPEJICTBA, TaKa U MPH JCYEHHETO C BeHIadakCHH
MOX€E 71a HACTHIIH CEPOTOHUHOB CHHPOM - NOTEHUHANHO KHBOTO3aCTPALLABALIO CHCTOAHME,
ocobeHo NpH eaHOBpemMeHHa ynoTpeda Ha Apyry CPeACTBa, KOWTO MOTaT a NMOBIIHAAT
CEpOTOHHHEPrHYHaTa HeBpOTPaHCMHUTEPHA cHcTeMa (BIUTIOUHTENHO TpunTaHH, SSRIs , SNRIs,
TPHUMKIHYHH aHTHAENPECAHTH, aMpeTaMHUHH, AUTHHA, CHOYTPaMHH, XBIT KaHTapHoH (Hypericum
perforatum), ononau (Hanp. OynpeHoppuH, GpeHTaHUA H HEFOBHTE 8HaNO3H, TPaMazon,
AeKkcTpoMeTopdhaH, TaNeHTa A0, NETHAWH, METAJOH K NEHTA30LIMH), NEKAPCTBEHH CPECTBA, KOUTO
3acsrat MeTaboyi3Ma Ha cepoToHuH (Banp. MAOH kato METUICHOBO CHHBO), NPEKYPCOPH Ha
cepOTOHHHA (KaTo TpUNTO(hAHOBH JOOARKH) WIH AHTHIICHXOTHLM WIH APYTH NONAMHHOBH
aHTAroHHUCTH (BX. TOUKK 4.3 U 4.4).

[Tpu K1KHHAYHA HEOOXOAUMOCT OT CHITBTCTBALIO JIcyeHHe Ha BeHnagakcHH ¢b¢ SSRI, SNRI unu
CEpPOTOHHHOB PELIENTOPEH arOHKCT (TPHNTAaH), C€ NPENOPHYBA BHUMATE/IHO MPOCiieBAHE Ha
nalMeHTa, 0coOEHO B HAYAIOTO Ha TEpaNUATa WK [IPH NOBHUIaBaHe Ha ao3uTe. He ce npenopbusa
CHLITBTCTBAILATA YNOoTpeOa Ha BeHiadakCHH ChC CEPOTOHHHOBH MPEKYPCOPH (KaTO TPHITTOPAHOBH
nodaBkH) (BX. TOuUka 4.4).

LIHC-akTHBHH BellECTBA

PucksT ot ynorpeba Ha Bernadakcut ¢ aApyru LIHC-akTHBHH BeleCTBa HE € CHCTEMHO OLICHABAH.
CneaoBaTeNnHo ce npenopbysa MOBHLIEHO BHUMaHHE, KOraTo BeHaakCHH ce npHeMa B
kombuHauua ¢ apyrn LIHC-akTuBHH BeluecTea.

ETanou

[MaupxeHTHTE TPAOBa Na OBAAT CHBETBAHH Aa HE ynoTpeOABAT AJIKOXOJ, [TPEABHI, HETOBOTO
pb3neticTeue Brpxy LIHC H BepodaTHOCTTA OT KIMHHYHO BIIOLIABAHE HA MICHXHYHOTO ChCTOSHHE,
KaKTO ¥ BEPOATHOCTTA 34 HEXKENAHW B3aUMOEHCTBUA ¢ BEHIIaaKCHH, BKIIOYMTENHO €(PEKTH Ha
notuckade Ha LIHC.

JlekapcTBEHH NPOAYKTH, KOUTO YAb/bkasaT QO T-udnrepsana

PuckbT OT yab/okaBase Ha QTc uHTepBana Wuiu ot kaMepHn apuTMHH (Hanp. TdP) ce nosuwasa
MpH eAHOBPEMEHHO NPIJIOKEeHHE Ha JPYTH JIEKapCTBEHH MPOAYKTH, KOUTO yabmKapaT QTc
HHTEpBana. EAHOBpEMEHHOTO NPHIOXKEeHHe Ha Te3H JEKapCTBEHU NPOAYKTH Tpabsa a ce n3bAraa
{BX. TOuka 4.4). |

CroTBETHUTE KNacoBe ca:

. knac [A u Il aHTHapuT™MHUHK (HanpuMep XMHUAWH, AMHOAAPOH, CoTajion, AogeTHNH)
HAKOM aHTHNCUXOTHLH (HanpuMep THOPHAA3HH)

HAKOH MaKpOJIMAH (HANpUMEpP EpUTPOMHUNH)

HAKOH AHTUXHCTAMHHH

HAKOY XWHOJIOHOBH aHTHOAKTEpUANIHU CpeacTBa (HAIp. MOKCH(pAOKCALIHH)

CnUcbKbT MO-rope He € H3uepnaresneH M ynorpedara Ha ApyTH JIEKapCTBEHH NPORY
H3BECTHO, Ye 3HauYMTenHO yabmxkapaT QT uHTepBana TpabBa aa ce n3dArea.
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EdexT Ha Apyry JeKapcTBEHH NPOAYKTH BbPXY BeHIA(DaKCHH

Kemoxonazon (unxubumop na CYP3A4)

Enxo (apMakOKMHETHYHO NpoyuBaHe ¢ kerokoHason mpH CYP2D6 excrensueuu (EM) u nowm
metabonuzaropu (JIM) nokassa, ue NPHIOKEHHETO HAa KETOKOHA301 BoaM 10 no-royaMa AUC 3a
pennapaxcuH (70 % u 21 % cwroreerHo npy nuuata CYP2D6 JIM u EM) 1 3a O-
nesmetrunpernadakcut (33 % u 23 % cvotBetHo npy aniata CYP2D6 JIM u EM) caen npuem Ha
kerokoHazon. CrnbTeTBaniaTa ynorpeba Ha CYP3 A4 uuxubutopu (Hanp. aTazaHaBHp,
KJIAPHTPOMMLUMH, WHAHHABHP, HTPAKOHA30J1, BOPHKOHA30/, M03aKOHA30J1, KETOKOHA301]1,
HepHHABUD, PUTOHABHP, CAKBUHABUP, TETHTPOMKLIMH) M BEHIaaKCHH MOXKE 13 NOBKLIN
KOHLIEHTpaUHHTe Ha BeHnagdakcHH U O-ae3MeTUnBeIagakcHH, NopaaH KOETO ¢e Npenopbysa
BHUMaHHE, aKO TepanuaTa Ha naumueHTa Biousa nHxHOKWTOp Ha CYP3A4 u BeHnagakcHH
€HOBPEMEHHO.

Edext Ha BeHnagakcHH BLPXY APYTH IEKAPCTBEHH NPOAYKTH

Jumuii
[Tpn cvnbTeTRALLA YNOTpeba Ha BeHna(pakcHH ¢ TUTHH MOXeE 1a HaCTLIH CEPOTOHKHOB CHHAPOM

(Bx. "CepoTOHHHOB CHHAPOM").

Huazenam
Bennadakcun naMa edekTH BbpXy (PapMaKOKHHETHKaTa U papMakoaMHaMHKaTa Ha JHasenaM H

HEeroBHs aKkTHBeH MeTabonuT ae3MeTHaMa3enam. /luazenam H3raex/a He NOB/HABA
(hbapMaKOKHMHETHKATa HHTO Ha BeHIaakCHH, HUTO Ha O-fe3MerwiBernadakcuy. He e n3secTHo
NANH ChILleCTBYBA (hapMaAKOKUHETHYHO W/ HIH (apMaKOIAMHAMUYHO B3aUMOOECHCTBHE C APYIH
GeH3onHa3ETTUHA.

Hmunpamur | .
BennagakcuH He NoBiusBa papMaKOKMHETHKATa HA MMUIIPaMHH H 2-OH-umunpamuH. Uma
no3o3asucuMo nosuieHne Ha AUC 3a 2-OH-gesunpaMuH ¢ 2,5 10 4,5 mbTH, KOraTo ¢ npuiarar
75 mg no 150 mg BernadakcHH 1HesHO. UMUNpaMHH He NOBNMABA (papMaKOKHHETHKATA Ha
seHnagpakcuH U O-ge3merunBeHnagakcui. He e H3BeCTHO KIIHHHYHOTO 3Ha4eHHE Ha TOBA
p3aumMoseiicTeue. TpaOpa aa ce noAXoXAa ¢ NOBMLICHO BHHMAHHE NPH CHBMECTHOTO NMPUJIOKEHHE
Ha BeHnagakCUH H UMHIIPAMHH,

Xanonepudon
dapMakOKMHETHYHO MPOYYBaHE C Xalonepuaon nokaisa 42 % noHwkKeHHe Ha odLMa nepopaieH

KIHpBHC, 70 % noeuwenue Ha AUC, 88 % nosumeHue Ha Cpax, HO He NOKA3BA HHKAKBA [IPOMSAHA B
NoNy>XKHUBOTA Ha xanonepuaoi. Tosa TpabBa na ce umMa npeABH/ NpH NaLHEHTHTE, JIEKYBaHH C
XaJjornepnacs u BennagakcuH eIHOBpeMEHHO. He € H3BECTHO KNMHHAYHOTO 3HAYEHHE Ha TOBA
B3aHMOACHCTRHE.

Pucnepuoon

Bennadakcun nosuwana AUC Ha pucniepuaoH ¢ 50 %, HO He MpoMeHd 3HAYHMO
¢apmMakOKHHETHYHHA TIPOQHI Ha 00LLATA AKTHBHA YacT (PUCIIEPHAOH TLUTIOC
9-xnapokcHpucnepuaoH). He e H3BECTHO KIMHWYHOTO 3HA4YE€HHE Ha TOBA B3aHMOAEHCTBHE.

Memonpoaon
EnHOBpeMeHHOTO NPUIOKEeHHe Ha Betla)akCHH B METONPONOI Ha 3ApasH J0OPOBOLIH MPH €AHO
npoyusaHe 3a ¢apMaKOKHHETHYHO B3aUMOJCHCTBHE 3a JABaTa JICKApPCTBEHH MPOIYKTa BOAH A0
MOBHLIEHHE Ha TJIa3MEHHTE KOHLEHTPALIMK Ha MeTonposion ¢ npudbnusurenHo 30-40%, Oe3 na
NPOMEHS MIa3MEHHTE KOHLEHTPaLlMK Ha HETOBHUA AKTHBEH METabOMT a-XHAPOKCHMETONPATEAHR

€ W3BECTHO KIIMHHYHOTO 3HAYeHYe Ha Ta3W HAXOAKA NPH NAUMEHTH C XHNEpPTOHUA. M el 2 { fm0€
npoMeHs (GapMaKOKHHETHYHHS Npo¢hun Ha BeH1aaKkCHH WIK Ha AKTHBHHA My METadp
O-neameTwieernadakcuy. M3HCcKBa ce MOBHLIEHO BHUMaHHE NMPH €AHOBPEMEHHOTO
BeHNadakCHH U METOIIPONON.
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Hnounasup
dapMakOKHHETHYHO NpoyuBaHe ¢ MHAWHABUP noka3sa 28% noxmwkedne Ha AUC u 36%

noHmwkeHne Ha Cnax 32 HHAWHABUD. MHIHHABUP He NOBNHMsABa (papMaKOKHHETHKATA HA BeHnagaKCHH
u O-nesmetwiseHnadakcuH. He e H3BeCTHO KIHHUYHOTO 3HAYEHHE HA TOBA B3AUMOJCHCTBHE,

Jexapcmaa, koumo ce memaboauzupam upe3 u3oen3umMu Ha yumoxpom P450

UscneasaHUATa in vivo NOKA3BaT, ye BeHnadakcHH e oTHocHTenHo cnab naxuburop Ha CYP2D6.
Bennagakcun He uixubupa in vivo CYP3A4 (annpasonam 1 kapbamasenut), CYP1A2 (kodeun) u
CYP2C9 (tonbyramun) wim CYP2C19 (anaszenam).

Iepopannu konmpayenmueu
[Ipes nocTMapKETHHrOBHA ONUT ce cboOlLIaBa 33 NoABa Ha HexKeNlaHa OPEMEHHOCT NpH JIHLA,

[MPHEMALLK NEPOPAIHH KOHTPALEITTHBH 10 BpeMe Ha JICUCHHE ¢ BeHnadakcHH. HaMa TouuH
JOKA3aTeCTBa, Ye Te3H OpeMEHHOCTH ca B pe3y/ITaT Ha JIEKapCTBEHO B3aUMOJEHCTBHE C
pennacdakcuH. He e mposexxaaHo mpoyyBaHe 3a B3aUMOAEHCTBAA C XOPMOHAIHH KOHTPALCITTHBH.

4.6 PepTHaANTET, OpeMEHBOCT H KbpMeHe

bpeMeHHOCT

HsmMa AocTaTLYHO AaKHH 33 ynorpedbara Ha BeHa(akCHH NpU OpeMeHHH XKeHH.

[TpoyuBaHuaATa BHPXY )KHBOTHH NOKA3BaT PENpoyKTHBHA TOKCHYHOCT (BXK. TOUKa 3.3).
[ToTeHUHaNHHUAT PUCK NIPH XOpa He € u3BecTeH. Bennadakcuy Tpsadea na ce npunara Ha OpeMeHHH
’EHH CaMO aKO OYAKBAHHTE IMOJI3K NPEBHILABAT BCHYKH BE3MOXKHH PHCKOBE.

Morart Aa ce NOABAT CHMITOMM H4 OTHEMaHe NMPH HOBOPOJACHMUTE, aKO BeHIaaKCHH € U3NOoJI3BaH 10
WM HEMOCPEACTBEHO NMpeau paxaaHeTo. HAkoH HOROPOACHH, H3NOMKEHH Ha BeHNa(hakKCHH KbCHO
npe3 TPeTHA TPUMECTDBP, Pa3BMBAT YCNOKHEHHA, HATATALLH XPaHEHE NIpe3 COHMA, ANXATETHA
MOAAPHKKA HJIH NPOAL/DKMTENHE XocnuTanu3aums. TakuBa yC/I0XKHEHUA MOTaT Aa C€ MoJTy4ar
BeHAara cJiel paxiaHeTo.

EnvaemMuonoruuHUTE JaHHH COYAT, Ye H3noa3saHeTo Ha SSRIs no sBpeme Ha OpeMeHHOCT, 0CODEHO B
Kpas Ha OpeMEHHOCTTa, MOXKE J1a YBEJIHMHM PUCKa OT nepcucTupaila benoapobHa XHNepToOHKA Npy
HosopoaeHoto ([I[11XH). Benpekuy, 4e He ca npoBeKAaHH H3CICABAHHA 3a YCTAHOBABaHE HA
spnakata Mexay [TITXH u neuenuero ¢ SNRI, To3n noteHunaneH puck He Moxe fa Obae U3IKIoYeH

3a BeHnahakCHH, KaTo ce¢ UMa npeaBua NOAOOHHA MEXaHH3IBM Ha JeHCTBHE (MHXHOHpaHe Ha
oOpaTHOTO 3aXBalllaHe Ha CEPOTOHHUHA).

Morar z1a ce HabnoAaBaT ClieJHHTE CHMIITOMH MIPH HOBOPOIEHH, AKO MalKaTa € W3noa3Bana
SSRI/SNRI B kbcHa HpeMEHHOCT: pa3aApa3HUMOCT, TPEMOP, XHITIOTOHHKA, NEPCHCTHPALL I1J1a4 H
3aTPYHEHO CY4YeHe WIH 3acNMUBaHe. Te3u CUMITTOMH MOraT [1a c€ AWDKAT WIH Ha
CEPOTOHHHEPTHUYHH €(EKTH, WK Ca CUMITOMH Ha excriosuumi. B noBeuero cnyuau Tesm

YCJIOKHEHHA Ce HabmoaaBaT BeaHara Wi no 24 yaca cjiell paXIaHeTo.

O6cepBalMOHHHTE JaHHH MOKA3BAT NOBUIUEH PHCK (MO-MAJIKO OT 2 TETH) OT NMOCHAEPOROBO
KpBBOTEHeHHe chiea ekcno3uuna Ha SSRI/SNRI B paMkuTe Ha nocneaHus Mecell NPEeaH paXKIaHeTo
(Bx. TOUKH 4.4 1 4.8).

KbpMeHe
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NeKapcTBOTO BeHNadakCUH OT3BY4aBaT NPH NPEKpaTaBaHe Ha KbpPMEHETO. PHCK 3a KbpMayeTo He
MOXe Na ce n3kmodH. ETo 3aimo tpa6Ba na ce B3eMe peleHne 1any Na ce NpeycTaHOBKH KbPMEHETO
WK J1a Ce TIPEKpaTH TepanusTa ¢ BeH1aaKCHH, KaTo ce B3eMaT NMpeABH/ 1oJ3aTa oOT KbpMEHETO 34
AEeTETO W non3arta ot tepanuarTa ¢ Jlapokcun XR 3a xeHara.

DepTUAUTET

B npoyuBane, B KOETO [LTBXOBE KAKTO OT MBXKKH TaKa H OT XKCHCKH NON ¢a H3JI0XKEHH Ha
O-peameTwieen1adakcuH ce Habmonasa pexyuupaH GepTHAMTET. 3HAYEHHETO HA T€3HM JaHHH NpH
XOpa € HEM3BECTHO (BXK. TouKa 5.3).

4.7 EdexTa BupXxy cnocobHocTTa 32 modupane 8 pabora ¢ MAMHAH

Jlapokcun XR Moxe na HapyLuM npeueHKaTa, MHCIIEHETO M IBHTaTeIHUTe CnocoOHoCcTH. ETo 3aimo
BCHUKM NaUHEHTH, MpUeMall4 BeHnadakcuH, Tpabea na 6baar npeaynpeaeHu 3a epeKTUTE BBPXY
crnocoBHOCTTa UM A2 WodHpaT ¥ Aa padoTAT ¢ ONaCHU MallIMHH.

4.8 HexelaHH eKAPCTBEAH PEAKIIAH

Pesiome Ha npoduna 3a 6e30nacHoCT

HexenaHure peakliHi, KOMTO ca choOLaBaHU KaTo MHOIO 4ecTH (>1/10) npu kinHu4HMTE
NMpOyuUBaHHA €a rajleHe, CyxoTa B yCTaTa, rnasobonye v noBHIIEHO H3NOTABAHE (BKIIIOYHTEIHO

HOLHHH H3MOTABAHHSA ).

COMCcEK Ha HEXENIAHUTE peakLiuy B TabJIHYeH B

Hexenanure peakLdH ca u36poeHu Mo-A00Y MO CHCTEMO-OPraHeH Kac, KaTeropus no 4€CTora v B
HM3XOOd1ll peX MO OTHOIUEHHE Ha CEPHO3HOCT OT MCAHLIHHCKA rjleIHa TOUKA BBB BCAKA KATCTOpUs
Mo 4ecToTA. |

L

YecToruTe ca AeduHUpaHu KaTo: MHoro yectH (=1/10), wectu (=1/100 no <1/10), HeuwectH (=1/1 000
10 <1/100), peaku (=1/10 000 no <1/1 000), muoro peaku (<1/10 000), ¢ HensBecTHa YecToTa (OT
HaJIHYHHUTE JaHHH HEe MOXE Aa Obae HanpapeHa OLCHKa).
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Cucremo- Muoro wectn | Hectn Hewectn Peaxn Mnuoro C
OpraHHAa S PCAKH HeH3BeCT-
KJacHPpHKA- HAa
nHA 4eCTOTA
Hapymenus ArpaHyio- Tpombo-
Ha KPLBTA H r uuToza*, LUTONneHus ™
nuMdHaTa ArnnacTyyHa
cHCTEMA | aHeMMA ™

[TasumuTone-

HUa*

Heytponenus™
Hapyuiexus | ABaunakTuy-
Ha UMYHHATA Ha peakums*
CHCTEMA
HapyuweHus CuHapoM Ha YBenuueH
Ha HeaAcKBaTHA NPOJIAKTHH
eHJOKPHHHA CEeKpeLMs Ha
T4 CHCTEMA AHTHAKYpe-

THYHHUA

XOpPMOH

(CHCAX]
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Hapywenus Hamanen Xuno-
Ha areTHT HaTpHeMHua*
meTabonnim
au
XpaHeHETO
Meuxuyuu HucoMHus Cocrosanue Ha | MaHus, Jennpuym™* Cynumana
HapyLleHHA ofvpkaHocT®, | XunomaHus, nacalus u
Henepconanu- | XaaiOLHHALWH, CYALHIHO
gL, Hepeanusanus, noBeze-
[Tatonornuuu | [laTonoruuen Hue?,
CHHMILA, Oprassm, Arpecus®
' Hepenocr, BpykcHatm®, |
HamaneHo Anarus
nubuno,
B13byna®,
_ AHoprasMus
Hapywenus | I'naBobonue*, | Axatn3us*, CuHKomn, Hesponentuue | TapanBHa
Ha HepBHATa | 3aMasgHOCT, Tpemop, MuoxioHyc, H MaJIMTHEH IMCKHHE-
CHUCTEMA Cenauus [lapecte3us, | HapyuweHo CHHAPOM 3UA™*
Hucreysus paBHOBECHE, (NMS)*,
HapylueHa CepOTOHHHOB
KoopaHHaums®, | curapoM®,
Nuckuuesns™* KoxByncuu,
IIncronus™*
Hapyienus 3pUTeiiHH 3aKpHTOBIBJIH
Ha OYMTE HapYLCHMHA, a rnaykoma®
Hapyuiena
aKoMoaLu,
BKJI.
3aMBIJIEHO
3peHHE,
Muapuasa
Hapymenus TuuuTyc* Bepturo
Ha YXOTO H
nabHpHHTA ‘
Chpacunu Taxukapaus, Torsade de cTpec-
HAPYLLICHUA [Mannuranuu®* pointes®, Kapauvo-
KamepHa MUOTIATHA
Taxukapaua*, (kapauo-
KamepHa MHOMNAaTHA
¢ubpunaums, Ha Tako-
Yawmwken QT- iyoo)*
WHTEPBAN Ha
| EKI™
CbaoBH Xuneprouusa, | OprocraTHyHa
HapylicHus ['opeinu XHNOTOHHUA,
BBJIHU XHNoToHus ™
Pecnuparopx Hucnines™, Hutepcru-
M, TPbAHH H [1po3sarane: UHaIHa
MCAHACTHHA benoapobHa
NHU oonect”, -
HApYLICHHUA benoapobna
€03HHODHIHS
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CromamiHo- | I'anene, Huapus®, I'acTpo- IMaukpearut™*
YpeBHH Cyxora B [Tosphinaxe MHTECTHHAJTHO
HapylieHHA | ycrara, KbpBeHe™*
KonctHnaums
Xenaro- OrknoHenu Xenarur*
OHIKapHU CTOWHOCTH Ha
HapyuieHus YEPHORPOOHHTE
$yHKIHOHAIIHH
H3caeaABaHUA ™
Hapywienus | Xunepxuapo- | Obpus, Yprukapua®, CuHapoM Ha
Ha KooKaTa M | 3a* Crpbex™ Anoneuma*, CTHBBHC-
MOAKOXHATA | (BKJIIOYHTENHO Exxumoza JIxOHCBHY,
TbKaH HOLIHH AHrvoenem™, Tokcuuna
H3MNOTABAHHA) Peaxnuy Ha enuaepMaiHa
* ¢oTouyBCTBM- | HEKponM3a¥,
TEITHOCT Eputema
MyaTHopMe* |
HapyweHnus XHUNepToHyC Pabaomuonusa
Ha *
MYCKYJIHO-
CKeNeTHaTa
CHCTEMA M
CbEANHHTE -
HaTa ThKaH
HapytueHus 3aTpyaHEHO HHkoHTHHEHLH
Ha YPHUHHPAHE, s Ha ypHHaTa*
OnOpeunTe, PereHuiua Ha
NMHKOYHHTE YPHHa,
MbTHILA [fonakuypus*
HapyuicHus MeHoparus®, ITocnepo-
Ha Merpoparusa®, JAOBO
BBL3IPOU3BOL Epextunna KpBbBOTEYE-
H-TE/HAaTa auchyHKumA®, Hue®’
CUCTEMA H Hapywmena
rbpAaTa esKyJaums’,
O6u YMmopa, | Knpeene
Hapyuwenus AcTeHMus, oT
H e(peKTH Ha Brpucane* JTUTaBHLIHT
MACTOTO Ha e
PHIOKEHHE
HacneapaHu Hamaneno Y AbJOKEHO
5 TErJIO, BpEME Ha
YBeTHYEHO KbpBEHE*
TErNo,
[losuLueHM
CTOMHOCTH Ha
XO0JIECTEPON B
KpPbBTa

* HJIP, nnenTnpnuupaHy OT NOCTMAPKETUHIOBHS NIEPHOA

b Buxxte Touka 4.4.

“B cOOpHH KIHHMYHH [TPOYUBAHHS YECTOTATA Ha 1aB0OOIHETO, MPEAH3BUKAHO OT BEHIa(d

Ta3u, NpeAH3BHKaHa OT ruiauedo.

4 Tosa chOHTHE € chOOLWABaHO 3a Kiaca nekapcTea SSRI/SNRI (Bx. Toukn 4.4 1 4.6).
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KpaTiBaHEe Ha JICUCHULTO

[TpekpaTsaBaHETO HA NEYEHHETO ¢ BeHNagdaxchH (0COGEHO KOraTo € BHE3anHo) 0OMKHOBEHO BOAH IO
CHMITTOMH Ha oTHemaHne, Haii-uecTo cbo01apaHUTe peakiHy ca 3aMasHOCT, CETHBHH HapylllE€HHS
(BKIIOYMTENHO NapecTe3ns ), HapYLIEHHUs Ha ChHA (BKIHIOYHTENHO DE3CHHHE H HANPErHaTH ChHHLIA),
Bb30YA2 WIH TPEBOXKHOCT, raJicHe W/IIH NOBpbLIaHe, TPEMOP, BEPTHIO, rmasodonue, rprnonoacdeH
CHHJPOM, 3PUTEIHH HapylueHus U xuneprohus. OOMKHOBEHO Te3U CHLOMTHA €a NEKH 10 YMEPEHH N
ca CaMOOrpaHK4aBalllK ce, HO NPH HAKOM MALMEHTH TE€ MOTaT J1a ¢a TEKKH W/HIIH No-
NPOXBLIPKHUTENHH. 3aTOBA Ce NpenopbyBa, KOraTo ieYeHHe ¢ BeHAadakCHH MoBeve He € HEOOXOAMMO,
NpeKpaTABaHE Ha JIEYEHHETO Aa C& HIBBPILUH Ype3 NOCTENEHHO NOHIKABaHE Ha Ao3aTa. Bee nak npy
HAKOM MALMECHTH Ca BE3HMKHAIH CHITHA arpechd M CYHLIMAHA HAeal|s, KOTaTo ao3ata € buna
MOHDKEHA WK MO BpeMe Ha npekparsaBaHe (BX. Toukn 4.2 v 4.4).

[leauaTpHUyHa nomyaanns

Karto usno npoHnbT Ha HeXKeNlaHHTe PeakUHK Ha BeHnagakcHH (ApH niauedo KOHTPONHpaHHTe
KIHHUYHH TIPOYYBaHHU) NIPH LA U IOHOWIM (Ha BB3pacT 6 10 17 ronMHH) € CXOMEH C
RaboaaBaHus Npy 8b3pacTHH. KakTo M npy Bb3pacTHH, ce HabnogaBaT MOHDKEH aneTHT, 3aryba
Ha TErJI0, NOBUIIEHO KPBBHO HANATAHE U MOBHIUEH CEPYMEH XonecTepon (Bx. Touka 4.4).

B xnHHHYHHTE NMpoyuYBaHHA ¢ Jeua ce HabniojaBa HexenaHaTa peakiiia CYHUHAHA nacauns. Mma
CBILO BCE NMOBeye ChOOIEHN 3a BpaxaeOHOCT #, 0cofeHO npH roNaMo AENPECHBHO pa3CTPOHCTBO,
3a CAaMOHapaHABAHE.

Mo-cneunanto npu Aeua ce HabAOAABAT CNEAHHUTE HEXEaHU JIEKAPCTBEHH peakuMK: 00Ka B
obnacTTa Ha KopeMa, Bb30yaa, AMCNENncHs, EKXHMO03a, EMHCTAKCHC H MHANTHA.

CroOliaBaHe Ha NMOAO3HPAHK HEeXENaHU peaKUHH

Cpho6liaBaHeTo Ha NMOAO3MPaHH HEXXENaHH peaKlMH clie paspelasase 3a ynorpeda Ha
NneKapcTBEeHHA NPOAYKT € BaxkHO. ToBa ro3sonssa Aa NpoabDKH HaGMOIEHUETO HA ChOTHOILICHHETO
MO3a/PUCK 3a JIEKAPCTBEHHA NPOoAYKT. OT MEAKLIMECKHTE CIIELMATHCTH CE& W3KCKBA Aa ¢Lodlasar
BCAKA MOAO3MpaHa HEXKeNaHa peakuus ype3 U3muaHMTeNHa areHuMa 1o JekapcTeara, ya. , JlaMsaH
['pyes” Ne 8, 1303 Codus, Ten.: 02 8903417, yebeaiit: www.bda.bg.

4.9 IIpenosnpane

CuMnToMH

[Ipy nOCTMapKETHHIOBHA ONHT, NpeAo3HpaHe ¢ BeHnadakcuH ce croduasa raBHO B KOMOHHALMA ©
aJIKOXOJ WHWIH APYTH JICKAPCTBEHH NIPOAYKTH, 8KTIONUMENHO CAYHau ¢ aemanen u3xoo . Hal-yecto
cLOOLaBAHUTE CHOMTHA NMPU NPEAO3UPAHE Ca: TAXHKapAHA, IPOMEHEHO HHBO HA Ch3HAHHETO
(BapHpaLIo OT COMHOJNIEHTHOCT JO KOMa), MUApUa3a, KOHBYJICHS K NOBpbiuane. Jipyru cxobluasaHm
cbOMTHA ca: enekTpokapadorpadcky npoMeru (Hanp. yawnkasane Ha QT uurepBana, 6enpeH 610k,
yawbkapaHe Ha QRS xoMruiekca) (Bxk. Touka 5.1), kaMepHa TaxHKapaus, Opaaukapausa, XMNOTOHHA,
XHUITOTJIMKEMHA, BEPTHIO H CMBPT. TE€KKH CUMITTOMH Ha OTPaBAKRE MOTAT 13 Bb3HHKHAT IPH
Bh3PaCTHH CJie/l MPHEM Ha npubnuauTenHo 3 rpama BeHnagakCHH.

B nyGiuMKyBaHKHTEe PETPOCNEKTHBHH NMPOYYBAHHA ce ChoOIIaBa, Ye NPEAO3HPAHETO Ha BEHNA(PaKCHH
MOJXKE 18 € CRBP3aHO ¢ NMOBHIIEH PUCK OT (paTaeH W3XOA B CpaBHEHHe ¢ HabnoAaBaHOTO MPH SSK
AHTUACIPECAHTH, HO PUCKDBT € NMO-HUCHK OT TO3H NPH TPHUHUKIHUYHUTE aHTHAENPECAHTH
EnnaeMuonorHyHuTe NpOyUuBaHua MOKA3BaT, Y€ JIEKYBAHHTE ¢ BeH1aaKCHH NalHEHTH#
PHCKOBH (DAKTOPH 3a CYHLIMAH, OTKOAKOTO nauueHTHTE Ha SSRI. He e acHo 10 kakB/cRe
HaXOKaTa 3a NMOBHILEH PUCK OT daTaneH U3Xo Moxe Aa ObAc NPHNHCAHA Ha TOKC 148

16
DE/H/6399/001-0031B/019G



per1adakCHH NpH NpeAo3UpaHe B CPaBHEHHE ¢ HAKOM XapaKTEPHCTHKH Ha NALMEHTHTE, JICKYBaHH C
BeH1adaKCHH.

IIpenopruBaHo JeyeHHE
TexxKkoTO OTpaBAHE MOXKE a2 H3HCKBA KOMIUIEKCHO CHELLHO NeyeHne H Habmoaenue. Cnenosarento,

B CJIy4aii Ha ChMHEHHE 3a NpeJo3HpaHe, BKIIOYBALIO BEHNadaKkCHH, ce npenopbysa He3abasHo Aa ce
CBBPXETE C HALMOHAIHHA UEHTBP MO TOKCHKOJIOTHS HIIH ¢ TOKCHKOJIOT.

Mpenopbusat ce o0 NOAALPAKALIM H CHMITTOMATHYHH MEPKH, KaTo TpAOBa Aa ce NpocnesBaT
CHPACYHUAT PUTBHM H )KH3HEHHUTe nokazatenu. [Ipn puck oT acnupauis, He ce npenopL4Ba
npeAW3BHKBaHE Ha noppbiilade. CTOMaLIHATA NPOMHUBKA MOXE 11 € MOKa3aHa, aKo ¢€ H3BbpIIH
CKOPO ¢Ae/ NOTTBIIAHETO WIH TPH MMALKUEHTH ChC CHMITTOMM. 1IpWwiiokeHMeTo Ha akKTHBEH BbITICH
MOXE CbLLO J1a orpaHuyH abcopOLIUATa Ha AKTUBHOTO BelllecTBO. Mako BEpOSTHO € ¢opcHpaHaTa
AMype3a, quanu3ata, xeMoneppysusara 1 06MeHHOTO KpbBONpenHBaxe aa 0baatT ot nonsa. He ca
H3BECTHH CreMdUYHA aHTHAOTH HA BEHJ1A(aKCHH.

5, ®APMAKOJOIMYHHU CBOUCTBA

5.1 ®apMakoaHHAMHIHY CBOHicTBA

dapmakoTepaneBTHYHa rpyna: HepsHa cucreMa; ncHXoaHanenTHLM, aHTHAENpecanTH; J{pyry
antuaenpecadTn — ATC koa: NO6A X16

MexaHu3bM Ha A€HCTBUE

CunTa ce, 4ye MEXaHH3MBT Ha AaHTHACTIPECAHTHOTO AeicTBHE Ha BEeHNA(aKCHH NPH XOpa € CBbP3aH ¢
NOTEHLIAPAHETO HA HEBPOTPAHCMUTEPHA aKTHBHOCT B LIEHTpaNHaTa HEPBHA CHCTEMA.
[IpeAKNHHHYHKTE NPOYUBaHHA NOKA3BaT, Y€ BEHIa(aKkCHH U MaBHUAT My MeTabonut
O-ne3Meruneennagdakcun (OJIB) ca nHxubuTOpH Ha oOpaTHOTO 3aXBAIlAHE Ha CEPOTOHHH H
HopaapeHanvH. Bennadakcuu cbuto HHXHGHpa ciabo xonaMuHoBOTO 3axBailiaHe. BewnadakcHn H
HErOBHAT aKTHBEH MeTaGoNnT noHmkasar OeTa-aApeHEPrHIHUTE OTTOBOPH KaKTO MPH OCTPO
(eAUHUYHA J03a), TaKa U PH XPOHUYHO npuioxeHue. Bennagaxkcun v O/1B ca MHOro ¢xoauu no
OTHOMIEHHE Ha TAXHOTO LIAIOCTHO JEHCTBHE BBPXY 0OpaTHOTO 3aXBalllaHe HA HEBPOTPaHCMHTEPH H
CBBP3BAHETO KbM PELIENTTOPH.

BennadakcHH Ha NPaKkTUKa HAMA HUKAKbB aHHHTET in Vitro KbM MYCKapHHOBHTE,
XONnHHepruyHuTe, H1-xucraMuHepruyHuTe Wi al-aApeHepruyHuTE pELeNTOPH OT MO3BK HA TUTHX.
dapMaKoIOTHYHOTO ZEHCTBUE BBPXY TE3H PELICATOPH MOKE /18 € CBBP3aHO C pasNHUHH HeXKelaHH
peaxuMy, HabmoaaBaHB NPH APYrH aHTHIETIPECAHTHY JIEKAPCTBEHH MPOIYKTH, KaTo
aHTHUXOJMHEPTHYHH, CEARTHBHH H CBPACYHO-CHIOBH HEXKENaHH peakLiuH.

Bennadakcux He npuTe)kapa HHXHOMTOPHO AEHCTBHE BBPXY MOHOaMHHOOKCcHAa3aTa (MAQ).

In vitro npoyuyBaHHATA NOKA3BAT, Y€ BeHNa(paKkCHH Ha NPAKTHKA HE NPUTEKABA HUKAKbB apUHUTET
KbM ONHATHK K 6€H30Ma3ENHHORH PEUCIITOPH.

KnnHnuHa edpukacHOCT U 6e30nacHOCT

[oneMH AenpecHBHH ENU3OAH

EdukacHocTTa Ha BeHadakcuH ¢ He3abaBHO ocBobOXKAaBaHE KaToO JIEYEeHHE HA roJl
EMH30/I1 € JOKA3aHAa NPH NIeT PAaHAOMHU3UPaHHU, ABORHO-CIIeNH, ranedo KOHTPOIu
KPaTKOCPOUHH MPOYYBAHKA C NPOAB/DKHTENHOCT OT 4 50 6 ceaMHuy 3a A03H 10 3
EdukacHocTra Ha BeHnadakCuH ¢ YALDKEHO 0CBOOOKAABAHE KATO ICYECHUE HA T
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eNU30/H € YCTAHOBEHA NIPH ABe Nnanedo KOHTPOIMPaHH KpPaTKOCPOUHH NPOYyUBaHHA ¢
MPOIBKHTENHOCT OT 8 M 12 ceaMHILM, KOMTO BKITIOYBAT 0308 AHaNa3oH OT 75 10 225 mg/neH.

[Ipy eaHO NO-NPOAB/LKHUTENHO NPOYUBaHEe BBLIPACTHH NALKEHTH Ha aMOYJIaTOPHO JICYEHHE, KOUTO Ca
ce TIOBIIMAIIH 110 BpEMe Ha €IHO 8-CeAMUUHO OTKPHTO NMPOYUBaHE Ha BEHNAPAKCHH C YABIKEHO
ocsoboxnasane (75, 150 unu 225 mg), ca panaOMH3IUPEHK Na NPOABIKAT ChC CBOSTA 4033
peH1ahaKkCHH ¢ YABDKEHO 0CBoOOXKAaBaHe HiTH ¢ nnalebo 3a MakcHMyMm 26 cenMuLM HabmoaeHHe

3a pCLIHLANB.

[Tpu eqHO BTOPO NO-NPOABIKHUTENHO NPOY4BaHe ePUKACHOCTTa Ha BeHa(aKCHH 3a NPEeBEeHLMs Ha
PELMAHBHPALLH AENPECUBHY eNU30AH 3a 12-MeceueH NepHOA € yCTaHOBEHa B nnatedo
KOHTPOJIHUPAHO, ABOHHO-CAANO KIHHUYHO H3MHTBAHE NPH Bb3PACTHH NALIHEHTH Ha aMOynaTopHo
NnedeHHe ¢ peMAHBHPAILY roNeMHu AENPECHBHH EMU30H, KOHTO Ca C€ NMOBJIHAJIH OT JICUEHHE C
peHaadaxcuH (100 no 200 mg/aen, no cxema ¢ NpHeM ABa MbTH Ha JCH) NO BPEMe Ha NOCeAHUA
€MU30 Ha JETpeCcHH. '

['eHepalH3vupPaAHO TPEBOKHO Pa3CTPONCTBO

EdukacHocTTa Ha BeHlahakCHH KancyNH ¢ YARDKEHO OCBOOOXKAABaHE 3a JIcUeHHUEe Ha
reHepalH3upaHo TPeBoxkHO pascTpoiicTBo (I'TP) e ycTaHoBeHa B aBe 8-CeAMUYHH, Mnauebo
KOHTPOJIHPaHH Mpoy4YBaHuaA ¢ pUkcrpans ao3M (75 no 225 mg/nen), eano 6-meceunHo, nianebo
KOHTPOJIHPaHO NpoyuBaHe ¢ pukcupaHu A03u (75 1o 225 mg/aen) u eaHo 6-mecedHo, naauebo
KOHTPOJHPAHO NpOYUBaHe ¢ MpoMsaHa Ha fo3ute (37,5, 75 u 150 mg/nen) npH Bb3pacTHH NALMEHTH
Ha aMOyJIaTOPHO NeYEHHE.

B1LrpekH Ye HMa CBIIO JOKA3aTeNCTBa 38 NPEAHMCTBOTO Ha Ao3aTa oT 37,5 mg/aeH npea naauebdo,
TA HE € TONAKOBA MOCTOAHHO e(PeKTUBHA, KAKTO MO-BUCOKHTE JIO3H.

CoumanHo TPEBOXHO Pa3CTPORCTBO

EduxacHocTTa Ha BewiagakcHH KarncyJiy ¢ yYABDKEHO 0CBOD0XKIaBaHe KaTO JI€UYEHHE 33 COLIHAIHO
TPEBOXKHO Pa3CTPOKCTBO € YCTAHOBEHA B Y€THPH ABOHHO-CIENMU, C NapaesiHy rpynH, | 2-ceaMHuyHH,
MHOIOLICHTPOBH, MU1aLefo KOHTpoMpaHyu NPOyUBaHKs ¢ NPOMAHA Ha A03aTa H B €1HO ABOHHO-
CJIANO, ¢ Mapayie/lHH rPyNH, 6-MeceuHo, nnauedo KOHTPONHPAHO, POYUBAHE ¢

bHUKCHPAHH/ TIPOMEHIHBH O3 NPH BB3PacTHU NalHeHTH Ha amOynaTtopHo neueHue. [launenrure
pUEMaT A03H4 B rpaHuLMTE HA 75 10 225 mg/neH.

JIunceaT n0Ka3aTencTBa 3a No-BUCOKa e(peKTHBHOCT NpH rpynara ot 150 no 225 mg/neH B
CpaBHEHHE ¢ rpynara, mpHemMana no 75 mg/neH npu 6-MeceyHoTo NpoyUBaHe.

[laHu4yecko pa3cTPOHCTBO

EdukacHocTTa Ha BeHnagakcHH KafcyJiH ¢ yIBDKEHO OCBODOKIaBaHe KATO JIEUEHHE 38 MAHHYECKO
pa3CTPONHCTBO € YCTAHOBEHA B ABE ABOHHO-CNENH, |2-CeIMHYHH, MHOTOLIEHTPOBH, nNnaueto
KOHTPOJIHpAaHH NPOYYBaHHA NPH Bb3PAaCTHH NALMEHTHU Ha aMOyJIaTOPHO JIEUCHHE C MAHHYECKO
pa3cTpoiicTBo cb¢ UNH 6e3 aropadobus. HauanHara 103a NpH Npoy4YBaHHATA C MAHUYECKO
pa3cTpoiicTeo € 37,5 mg/neH B npogwpkenue Ha 7 JHH. Cried TOBa MALHEHTHTE NOMYy4aBaT
¢bHKkcupaHm 1034 ot 75 nnu 150 mg/aed B eqHo npoyuBaHe U 75 Wik 225 mg/AeH Mpu apyroro
NpOYy4BaHE.

EdHkacHOCTTa € YCTaHOBEHA ChLIO B €JHO NMPOABIHXHTENHO, ABOHHO-CNANO, Mauebo
KOHTPOJIKPAHO, ¢ NapaneiiHi rpyitM Npoy4BaHE Ha ABJrocpoHHUTE ODe30MacHoOCT, €HKa
NPEBEHIMA Ha PELMANBUTE MPK BH3PACTHHU NaLMEHTH Ha aMOy1aTOPHO TCHEHHE, KOUT
MOB/AUANK OT OTKPHTOTO Nieuenue. IlauneHTHTe NpoaLIKaRaT 1a NOJTY4aBaT ChillaTa
BeHNAPaKCHH C YABIDKEHO 0CBOO0K1aBaHe, KOSTO ca NPUENH B Kpas Ha OTKpHTaTa ¢
Wik 223 mg).
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Copaeusa eieKTpodH3HONOrHa

B cneuvanuinpalo odcToitHo npoyuBaHe oTHOCHO QTc-HHTEpBana Npy 3ApaBH KHAKBUAM,
BeHIa(akCHH He yabbkaBa QT-uHrepBania B KIHHMUYHO 3HAYHMA CTENEH MNMPH CyNpaTepaneBTHYHa
no3a ot 450 mg/nen (naneHa karo 225 mg 18a MbTH AHeBHO). Chobwapar ce obaue
NOCTMAPKETUHIOBH CJIy4al Ha yABJKABAHE HA QTc-unTepBana/TdP 1 kaMepHa apUTMHA, 0COOEHO
MpPH NPEAO3HPAHE WIH NP NALIMEHTH, KOHTO MMAT APYTH PHCKOBH (PaKTOPH 3a yab/KaBaHe Ha
QTec/TdP (Bxk. ToukM 4.4, 4.8 n 4.9).

5.2 OapMAKOKHHCTHYHH CBOHCTBa

Bennadakcuu ce MeTabonusupa B roiiiMa CTeNeH OCHOBHO 10 8KTUBHHA MeTaOO/IHT
O-nesmerunsennadaxcun (OJIB). Cpeanuat £ CO nna3MeH nony:kuBoT Ha sennagaxkcud u OJ1B ca .
cBOTBETHO 5+2 yaca ¥ 1112 yaca. PasHosecHHTe KOHUEHTpaLMH Ha BeHnadakcud H O/1B ce
JOCTHIaT B PAMKHTE Ha 3 MM NPH NEepopaiHa Tepanud ¢ MHOTOKpaTHO NpuioxeHue. Beunadakcuu
1 OJIB noka3sat JIHHelHa KHHETHKA HaJ J0308MA AMana3oH ot 75 mg no 450 mg/nex.

Abcopbrua

[Mone 92 % ot sennadaxkcHH ce abcopOupaT cnea eaAMHKHYHA NEepopaiHa 1033 OT BeHaadaKkCHH ¢
He3zabaBHO ocBobOXAaBaHe. AGcomoTHaTa OuoHanH4yHOCT € 40 % 1o 45 % nopaam npecHCTEMHHA
metabonnisM, Cnes npunoxeHne Ha BeHnagakcHH ¢ He3a0aBHO 0CBODOXKaBaHE MAKCUMAJTHUTE
nasMeHH KOHLIEHTpauMi Ha BewnadakcuH M OJIB ce nocturar croTeeTHO 32 2 M 3 yaca. Cren
NPHIOKEHHETO HAa BEHNAPAKCHH KATICYJH € YIBDKEHO OCBOOOKAABAHE MAKCHMANHHTE IL1a3MEHH
kOHLeHTpaunu Ha BeHnadakcuH 1 OJIB ce anocTUraT B paMKHTE Ha CHOTBETHO 5,5 yaca U 9 vaca,
Korato ce npunarar eJHaKBU AHEBHH J03H OT BeHnadakcun, 610 kato TabieTka ¢ He3a0aBHO
ocBOOOXKAaBaHE WIH Kancysa ¢ yAbDKeHo ocBobmiciapaHe, Karcynara ¢ yIpbkeHO ocBoDOX1aBaHe
OCHrypABa NO-HUCKA CKOPOCT Ha abcopbuus, HO chuara creneH Ha abcopbuus 8 cpaBHEHHE ¢
TaGneTKkaTa ¢ He3abaBHO OCBOOONK/1aBaHe. XpaHaTa He MOBJIHABA OMOHANHYHOCTTA HAa BEHIadaKCHH

u QOJIB.

PasnpeaeneHye

Bennadakcun 1 OJIB B TepaneBTHUHH KOHUCHTPALHK C€ CBBP3BAT B MUHUMAJIHA CTEIIEH C

YOBELIKHTE TUIa3MeHH NpoTenHu (cboTBeTHO 27 % u 30 %). ObeMbT Ha pasnpeaeneHye Ha
peHadakCHH B paBHOBecHO cheTosiHMe € 4,4+1,6 L/kg cneli HHTPaBeHO3HO NPHIOKEHHE.

buorpancdopmalinsg

BennadaxkcHH NPETHPIISBA 3HAUHTENIHO MeTaboIM3upaHe B YepHUA Apod. In vitro 4 in vivo
MpOYy4BAHMATA NOKA3BaT, Y€ BeHiadakcuH nperspnasa OMOTpaHCPOpMALIMA A0 HETOBHA rfaBeH
akTHBeH Metabonur OJIB or CYP2D6. In vitro w in vivo npoyuBpaHHATa NOKA3BAaT, Ye BeHNadaKCHH
ce MeTabonu3Hpa O BTOPOCTENEHEH MO-MaNiKo aKTHBEH MeTabomuT N-ae3MeTHABEHNAadaKCHH OT

CYP3AA4. In vitro v in vivo npoyuBaHHATA MOKa3BaT, ye Berwiadakcun e cnab HHXUOUTOp Ha
CYP2D6. Bennadakcun ve uHxubupa CYPIA2, CYP2C9 nnu CYP3A4.

EnnMuHNpaHe

BennadakcHH ¥ Heroure MeTabONNHTH ce eKCKpeTupaT ocHoBHO npe3 6ubpeuure. Ipubnusutento
87 % oT Ko3aTta Ha BeHiaakCHH ce OTAENS C YpHHATa B paMKuTe Ha 48 yaca KaTo HENMPOMEHE
peHnadakcHl (5 %), HekoHorupan OB (29 %), komorupad O/IB (26 %) nnun apyru
BTOpOCTENEHHH HeakTUBHH MeTabonuty (27 %). Cpeanuar £ CO nnasMeH KIHPBHC

19
DE/H/6398/001-0031B/019G




CneipasHy nomyaaguy

Bw3pacm u non
Bu3pacTTa M NOOBT Ha MALUMEHTHTE HE MIOBIMABAT 3HAUHMO (PapMaKOKMHETHKATa Ha BEHJIa(akCHH K

O/1B.

CYP2D6 excmenzuanu/rowu memaboruzamopu

[lnasMeRMTEe KOHLEHTPALIMH Ha BeHiadgakcus ca no-eucoku npu CYP2D6 nowx merabonusaropw,
OTKOJIKOTO MNpH €KCTEH3HBHHTE MeTabonu3zaropu. Thil kaTo obwiata excnosuus (AUC) Ha
etiadaxcuH n OJIB ¢ cxonHa MPH JIOLIK K EKCTEH3UBHY METabONIU3ATOPH, HAMA HEOOXOANMOCT OT

pa3IuHK JO30BH CXEMH 3a TE3H N1BE MPYMM.

Ueprodpobro yspesxcoane

pu naunenTtu ¢ Child-Pugh knac A (nexo yeproapobHo yBpexnane) v Child-Pugh knac B
(yMepeHo uepHOApoGHO YBpexaaHe) NOMyXHMBOTHT Ha Bernadakchu U OJ1B e yabiken B
cpaBHEHWE ¢ HOPMAJTHU Juua. [lepopanHHAT KIMPBHC KakTo Ha Beriadakcuu, Taka H Ha O/IB e
Hamaned. OTKpHBa C€ roJisiMa CTeleH Ha BapHaGWIHOCT MeXKAY OTAENHKTE HHAMBHAKW. HMa
OrpaHHYeHH JaHHH NPH NALMEHTH C TEKKO YePHOAPOOHO yBpexaaHe (BXK. ToUKka 4.2).

Bvbpeuno yepesicoane

[Tpy naLMeHTH Ha AHANK3a ETMMHHALMOHHHAT NOMYXKHMBOT HAa BEHIAa(aKCHH € YABDKEH € OKOJO
180 %, a KNHPBHCLT € NOHHKEH C OKOJIO 57 % B CpaBHEHHE ¢ HOPMAJTHH JIHIIA, ROKATO
eJIMMHHALMOHHHAT nonyHBoT Ha O/1B e yabmkeH ¢ oxoiio 142 %, a KITHPBHCHT — MOHHKEH ¢
oKoJ10 56 %. HeoOxoanMu ca KopeKLMY Ha [103aTa NPH NaLMEHTH ¢ TeXKO OBbOpeYHO yBpexKaaHe U
NPH MalMEeHTH, NpPH KOKTO € HeoOXoanMa xeMoaHanu3a (BX. Touka 4.2). -

5.3 IlpeaxnAnAYHHA JaHHH 33 DejonmacRoCT

MpoyusanusaTa ¢ BeHaadakCHH NPH IWTBXOBE M MULIKH HE MOKAa3BaT AaHHH 3a KapPLHHOTEHHOCT.
BennadakcHH He © MyTareHeH Npy WHPOK HAbOp OT in vitro W in vivo N3CICABAHHA.

[TpoyuyBanuaTa 32 peNPOAYKTUBHa TOKCHMHOCT NPH XKHBOTHH TOKAa3BaT MOHMKEHO TEIJIO Ha
HOBOPOJEGHUTE MPH IUTHXOBE, NOBHLICHUE HA YECTOTATa HA MbPTBOPOAEHH H NMOBHIIEHA CMbPTHOCT
cpel HOBOPOJAEHHTE Tpe3 MbPBHUTE 5 IHU OT KbpMeHeTO. [IpHUHHaTa 32 TE3H CMBPTHH CIIy4aH HE €
n3sectHa. Te3u edextn HacTeneat npu 30 mg/kg/neH, koeTo € 4 MLTH NoBeYe OT AHCBHATA 033 NPH
xopa oT 375 mg sewnadaxcud (Ha ocHoBa mg/kg). Hosara 6e3 eexr 3a Teay Haxonk# € 1,3 nmbTH
Nno-BHCOKA OT H03aTa 3a Xopa. [IoTeHUHaNHUAT PpHCK NTPH XOpa HE € H3BCCTEH.

Habmonasa ce noHwxXeR PepTHINTET MNPH €JHO NPOYYBAHE, NMPH KOETO KAKTO MBXKKH, TaKa H
XKEHCKH IL1bXoBe ca Owin excnonupann Ha OJIB. Ta3u excnozuums € 6una npubausurento 1 ao
2 HbTH NO-BHCOKA OT 103aTa Ha BeHnadaKkcHH npu xopa ot 375 mg/nen. 3Haue€HHETO HA Ta3H
HAXOJAKA NPH XOpa HE € HIBECTHO.

6. DPAPMANEBTHYHHA JAHHHU
6.1 CnHcbhbK HA NTOMOIHHTE BellecTBA !

CoabpkaHue Ha Kancyna.

3axapHH cdepH (3axaposa+LuapeBUUHO HHLIECTE)
XHnpomenosa

Ernnuenynosa

Tank

KancynHa oOBHBKA.
37,5 mg kancyau ¢ YAnDKEHO 0CBOOOXKAaBaHe
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Yepen xeneseH okcul (E172)
Turanos quoxeua (E171)
XKenatuH

Yepsen Kenesen okena (E172)

75 mg KancyaH ¢ yABDKEHO 0cBOOOXKaaBaHe
YepaeH xenezed okena (E172)

Twuranos auokcua (E171)

Kenatun

150 mg kancynu ¢ yabkeHo ocBoOOKnaBaHe
" JKwar xenezeH okcua (E172)

Turanos auokcua (E171)

KenatuH

YepeeH xenezeH okcua (E172)

[IeyaTHO MacTHIIO:

[Uennax

[Mponwienrauxon (E1520)
KoHileHTpHpaH pa3TBOp H& aMOHAK
YepeH xeneszeH oxkcua (E172)
Kanuer XHapoKCcHA

6.2 HecnBMeCTEMOCTH
Henpunoxumo
6.3 Cpox Ha roanocT

Alw/PVC/PVDC Gaucrepn
3 roaMHH

HDPE 6yTtunxu
15 Mecena

6.4 ChnensaHd yCJIOBHA HA ChXPaAHCHHE
Ha ce cuxpanasa noa 30°C.
6.5 Buan ChALPXKAHHE HA ONIAKOBKATA

AVPVC/PVDC baucrepn
Bupoge onakoexku: 10, 14, 20, 28, 30, 50, 98, 100 Tebpau Kancyjiy ¢ YAwDKEHO
oCBOOOKAABAHE

Al/PVC/PVDC nepdopupanu O1HCTEPH C €AHHHYHA [03a
Buaose onaxosku: 100 x 1 TBbpaa kancyna ¢ yannkeHO ocBoOOK1aBaHe

HDPE 6ytunnku ¢ PP kanauxka Ha BUHT
37,5 mg kancysnu ¢ yAbIDKEHO 0CBODOKAABAHE
Bunose onakoBkH: 150 TBEpAHU KaNCylu ¢ YABIKECHO 0CBOOOK1aBaHe

75 mg xancy/m ¢ YIb/DKEHO OCBOOOKIaBaHe
150 mg kancyny ¢ yasmkeHo ocBoboXaaBaHe
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Bunose onaxkosku: 30, 150 TBLpAM KalCyIH ¢ YABMHKEHO OCBOOOXKAABAHE
He BcHuxd BUAOBE OMAKOBKH MOrar Aa ObaaT MycHaTH Ha nasapa.
6.6 ChnendaJHH MepKH NpH ynorpeda

Hama crieliaiHU U3IMCKBaHHA.

7. IMMPUTEXATEJI HA PASPELHIEHHETO 3A YIIOTPEDBA
Teva B.V.

Swensweg 5
2031 GA Haarlem

Huaepnanaus

8. HOMEP(A) HA PAJPEHIEHHETO 3A YHHOTPEBA

Jflapoxcun XR 37,5 mg per. Ne 20220203
JlapokcuH XR 75 mg — per. Ne 20220204
Jlapokcun XR 150 mg — per. Ne 20220205

9. JATA HA ITBPBO PAZPEHNIABAHEIIOJHOBABAHE HA PAZPELHLIEHHUETO 3A
YHHOTPEDA

Jara Ha mbpBoO paspeluapaHe: 05.07.2022 r.

10, OATA HA AKTYAJIMZIUPAHE HA TEKCTA
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