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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

:1"43 Tb/HUTENHA ATEHUVA N0 IEKAPCTBATA |

hoamKka xapakmepucmuka Ha npadyxma - MNpunoxenue 7 I

1. UME HA JIEKAPCTBEHHA ITPOJAYKT

Serdolect 4 mg film-coated tablets

Serdolect 12 mg film-coated tablets | J F . 12 Op
Serdﬂect 16 mg ﬁlm'CDated t-ablets Onfinaxn .............4.-”"..."‘-2..-.....‘Z...........".--.-.....

Serdolect 20 mg film-coated tablets

il

Cepnonekt 4 mg dpuwiMHpaHy TablleTku

CepnonekT 12 mg dunMupanu tabneTku
CepnosiekT 16 mg dunMupanHu TablIeTKH
Cepnonekt 20 mg punmMupanu TabneTku

2. KAYHECTBEH H KOJIMYECTBEH CbCTAB

Bcska TabneTka oT 4 mg cpabpiKa: ceptuHAoI (sertindole) 4 mg

Bcska Tabnerka ot 12 mg cpappxa: ceptuHaoi (sertindole) 12 mg
Bcsaka Tabnerka ot 16 mg cpappiKa: cepTHHIOJ (sertindole) 16 mg
Bcesaka tabnerka ot 20 mg cpabpxa: cepTuHaon (sertindole) 20 mg

3a MBJIHHMA CIIMCHK Ha NMOMOINHHUTE BEIIECTBA, BXK. TOUKa 6.1.

3. JEKAPCTBEHA ®0OPMA

dunmupana TabneTka

Onucanue Ha TabneTkuTe:

4 mg: OBaJIHK, XbJTH, ABOMHOU3IITBKHAIM PWIMHUpaHH TableTkH ¢ o0o3HaveHue “S4” ot eaHaTa cTpaHa

12 mg: Osannu, 6€3k0BU, ABOHHOU3IIBKHAIH (HUIMHpaHH TaOJIETKH ¢ obo3Have-Hue “S12” ot eanara

CTpaHa

16 mg: OBajlHH, TBMHO PO30BH, IBOMHOM3ITEKHAIN PUIMUpaHH TabneTkd ¢ o0o3HadeHne “S16” oT enHara

CTpaHa

20 mg: OBanHy, po30BH, ABOMHOU3IIEKHAIK GUIMHAPAHU TabNeTKH ¢ 00o3Ha4de-Hue “S20” oT eqHaTa

CTpaHa

4. KIAHAYHA TAHHHU

4.1 TepaneBTHYHH NOKa3aHHSA

CepTHHIOI € NOoKa3aH 3a JIcYeHHE Ha IH30PpeHUA.

[Topagu ¢cEOOpaAXKEeHHUS 32 CBPASUYHO-CHLA0BA De3011acHOCT, CepTUHION TPpAOBA Ha Obe U3MOI3BAH CAMO [IPH
P ;

NalHEHTH, KOWTO Ca NOKa3ajld HEIMOHOCUMOCT KBM IOHE €IUH APYT AaHTUIICUXOTHK.

NCHXOTHYHO Bb30yIeHH NallUEHTH.

4.2 103HPpOBKA H HAYHH HA NPHJIOKEHHE




CepTUHION Ce MPUIara NMepopalHo €IHOKPATHO AHEBHO Oe3 orlen npueMa Ha xpaHa. [1pu nauuedTH, KOHUTO
M3UCKBAT CeIHpaHe MOraT Ja ce IPUIAraT ¢IHOBPEMEHHO M OeH30AHA3CTIMHH.

3abenexka: EKI” MoHHTOpHpaHe ce H3UCKBA MPEAH M [0 BpeMe Ha JICHEHHETO ChC CEPTHHIOI: Bk,
TOYKa 4.4.

KiTMHUYHY Ipoy4YBaHKA €a 10KAa3alu, 4 CEpTHHAON yabnkaBa QT HHTEpBaJa B MO-roigiMa CTEIEH,
OTKONKOTO HAKOH APYrH aHTUNCHXOTHIM. ClieIoBaTeHO CepTHHAON TpAOBa Aa Ob/ie H3NMOM3BAH CaMO
NPH NAlMeHTH, KOUTO ¢a MOKA3any HEMIOHOCHUMOCT KbM ITOHE €IHH JIPYT aHTHIICHXOTHK,

JlekapuTe, KOUTO NpeANUCBaT MEANKaMEHTa TpAOBa a ce MPUABPXKAT CTPHUKTHO KbM H3HCKBAHHTE
MepK#H 3a 6e3onacHocT: Bxk. Touka 4.3. u 4.4,

TurpupaHe

Beuuxky nandeHTH TpaOBa 1a 3an04HAaT JICYSHUETO CbC CepTUHION 4 mg aueBHO. Jlo3aTa cliepa aa ce
yBeIUYaBa ¢ N0 4 mg npe3 UHTEpBa OT 4-5 JHM 10 AOCTHraHe Ha ONTHMAJIHA AHEBHA NOAABPXKAIA 1032 B
rpaHiiTe 12-20 mg. [lopaau o,-610KHPaLIOTO NEHCTBHE HA CEPTHHIO M0 BPEMe HA HA4AITHOTO
TUTPUPAHE MOTAT Jia Ce MOABAT CHMIITOMH Ha OpTOCTaTH4HA XunoteHsua. Hauanna nosa ot 8 mg win 6up30
NOKa4BaHe Ha J03aTa € CBbP3aHO ChC 3HAYUMO MO-BUCOK PHCK OT OPTOCTATHYHA XHMOTCH3HA.

Ilopabpralia Tepanus
B 3aBMCHMMOCT OT MHIMBUAYAIHHA OTIOBOD HA MAalLMeHTa Jo3aTa Moxke Ja Obae ypenndeHa 1o 20 mg

aHeBHo. CaMo B M3KTIOYHMTEIHM CIYYaH MOXKE Ja ¢e NPelieHH H3MOI3BaHeTO Ha MAKCHMAJTHA 1032 OT 24 mg
AHEBHO, Thi KATO KJIMHAYHHUTE [IPOYYBAHHA HE €A MOKA3aJIH MOCAEA0BATENHO [T0-BUCOKA €JEKTHBHOCT MIPU

no3u Haz 20 mg » yaemkasaneto Ha QT uHTepBana Moxke Aa 6bA¢ NOBUILIEHO B FOPHHA Kpail Ha O30BUA
MHTEpPBAJl.

KpeBHOTO HandraHe Ha NaLMEHTHTE ClIeABa Aa ObA¢ MOHHTOPUPAHO B MEPHO/A Ha TATPUPaHe U B HaYa/IHaTa
¢daza Ha nogABpIKAILA Tepaliys.

IManaeHTH B HARPEAHAJIA BH3PacT

JlaHHuWTe OT PapMaKOKHHETHYHO IIPOYYBaHE HE MOKA3BAT Pa3/IMKa MEeXKAY MJIAAX HHAHBUIU U TAKUBA B
HanpeaHana pp3pacT. CeinecTByBaT 06ade caMo OrpaHHYCHH JaHHH OT KIIMHMYHY NPOYYBAaHUA NpU
nanueHTy Hag 65 roauuu. JleueHneTo TpAOBA Ja ce 3amovBa caMo ciiell 00CTOeH ChpACUHO-CHI0B MPETTIE.

[1pu Mo-BB3pacTHH MALHEHTH Ca [NOAXOAALIM 10-0aBHO TUTPHUPAHE HA A03aTa H NIO-HUCKH NOAAbPKALIY
no3u (BK. Touka 4.4.).

Hena n onomu noja 18 roanam

He ce mpenoppupa ynorpedara Ha CepaoNneKT NpHY ACLA U IOHOIIH NopaJy JIMIICATa Ha AaHHH 33
Oe3omacHOCTTa H €DUKACHOCTTA.

Hamanena O0u0peuna pynxnusa

CepTHHI0J MOXKE 2 ce Jlapa B oOMuaiiHu 1034 Ha MaLMeHTH ¢ HapyweHa 6s0peuHa gpyHkima (B, To4ka
4.3). GapMaKOKHHETUKATA HA CEPTUHNOJ HE Ce 3acAra MPH XeMOHA/IH3a.

Hamanena yepHoapoOHa QyHKIHA

[TaumeHTH ¢ NeKa/yMepeHa YepHOAPOOHA HEAOCTATEYHOCT M3UCKBAT IM0-0aBHO TUTPHpPAHE HA 103aTa H ITO-
HHCKHK MOAABPKALIH JO3H.

Pe-THTpHpaHe HA A03ATA HA CEPTHHAOS NPH NANMECHTH NMPEYCTAHOBHJIH IIPHEMA MY
Korato nauueHTHTe NOJIHOBABAT IMMPHEMA Ha CEPTHUHAOI B CIy4ai, Yye TOH € OWII MpeKkpaTeH 3a Io-Mg
ceIMHIA, Pe-TUTPUpAHE Ha A03aTa He C€ Hajara v JICYEeHHETO MOXKE ia MPOAB/KHU ¢ MOAAbpIKALL
BB BCHYKH OCTaHANM CydyaH TpsAOBa J1a ce CAa3Ba Npenopb4BaHaTa cXeMa Ha Turpupane. [pg
3anoyBatie Ha pe-TUTpHpaHe Ja ce Hanpasu EKT.

HPEMHHﬂBaHB OT JICUECHHE C APYIrH HEBPOJICNITHIIH KBEM TAK0OBA CbC CEPTRHAOJI
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JleyeHUeTOo ChC CCPTHHAOOJI TpﬂﬁBﬂ Ad 3al1lO4HC ChIJIACHO IIPCIIOPDBHYEAHATA CXCMa Ha THTPHPAHE KaTo
CAHOBPCMCHHO C TOBA CC IIPCKpPATH yr[mpeﬁa'ra Ha APYTI'H IICPOpPAJIHHA aHTHIICHXOTHLH. H]JH INAaNAEHTH HA
ACIIO-TCpaliuid, Ha4aJIHUAT IIPHCM Ha CCPTHHIOJI 3aMCCTBa CJIcABalliaTa ACITO-HHAKCKIIHA.

4.3 IlIpornBonoKasanus

CBp’hX'-{YBCTBHTBHHGCT KBbM CCPTHHAOI HITH HAKOC OT [IOMOLIHHTC BCILICCTEA.

CepTHHIOJ € MPOTUBOIIOKA3aH NPH MALMEHTH C HEKOPHIHpaHa XUIIOKATHEMHSA ¥ TAKUBA ¢ HEKOPHTHUpPaHa
XHIIOMarHe3HeMHH.

CepTHHIOI € IPOTUBOIOKA3aH MPH MAlIUEHTH ¢ aHAMHECTHYHHU JAHHU 33 KIHHUYHO 3HAYUMO ChpPECYHO-
CBIAOBO 3a00/9BaHe, 3aCTOHHA ChpJiIeYHA HEAOCTATHYHOCT, ChpAcYHa XUIIePTPODHs, apUTMHUS, HIH
Opamukapaus (< 50 ynapa B MUHYTA).

Heuwto nosede, cepTHHAON HE TpAOBa Aa ce Mpuiiara MpH MalueHTH Cb¢ CHHAPOM Ha BpOIEeH yabDKeH QT-
MHTEPBaN WM ¢ haMuiiHa aHaMHe3a 3a TaKoBa 3a00NsABaHe, WIM MPU MALMEHTH, 32 KOUTO € H3BECTHO, Ye ¢a ¢
yabikeH QT-unrepsan (QTc Haa 450 msec npu Mbxe U Haz 470 msec npH XKeHH).

CepTHHAOI € TIPOTHBONOKA3aH NPH NaUMeHTH, oMyYaBalli JICKApCTRa, 3a KOWTO € H3BECTHO, Y€ BOAAT A0
yabsmxkaBaHe Ha QT-unrepBana. ChOTBETHHTE KJIaCOBE MEAUKAMEHTH BKJIIOYBAT:

- wiac la u [II anTnapuT™MULM (Hanp. XAHKWAKH, aMHOAAPOH, COTANOJ, NOETHINA)

-  HAKOM AaHTHINCHXOTULHM (HAMp. THOPHUIAZHH)

- HAKOM Maxpo;IMaH (Hanp. €pUTPOMULIHH)

- HAKOMW aHTHXHCTAMHWHU (Hamp. Tep(eHaIVH, aCTEMH30JI)

- HSKOM XMHOJNOHH (Hanp. raTH(IOKCAIH, MOKCH(IOKCALIHH)

['OpeNOCOYCHHUAT CMUCEK HE € HAITBIHO H3YEPHATENICH M 3aTOBA APYTH JICKAPCTBEHH CPEeaCTBa YABILKABALLN
3HauuMo QT-uHTepBana (Hanp. LU3anpui, JUTHH) ca ChIO MPOTUBOIIOKA3aHH,

EnnoepeMenHara ynorpeba Ha CEpTHHION ¢ JIEKAPCTBA, 32 KOUTO € U3BECTHO, Y€ MOIIHO HHXUOUpAT
YEepHOAPOOHUTE €H3MMH OT LMTOXpOMHATa cuctema P450 3 A e npornsonokasana (Bx. To4uka 4.5).
CBOTBETHHTE KJIACOBE BKIIIOMBAT:

-  AHTUMHUKOTHYHH JIEKapCcTBa 3a CUCTEMHA ynoTpeda oT rpyrnara Ha “a3onute” (Hanp. KETOKOHA30,

HWTPAKOHA30J)

- MakpoJuAM (Hanp. EpUTPOMULIMH, KJIAPHTPOMHMIIHH)

- HIV nporea3Hd HHXUOUTOPH (Harp. HHAWHARHD)

-  Hsaxou kanuueRH aHTAroHUCTH (HaIp. AWITHA3ENIAM, BEPaIllaMul)
['openoCOUEeHMAT CITMCHK He € HAITBJIHO M3UYeplaTesIeH U 3aTOBa APYTH JIEKAPCTBEHH CPEACTBA MOIIHO
uHxuOupamu CYP3A (Hanp. CHMETHIHH) €H3UMUTE Ca CHILO NMPOTUBOIIOKA3AHH.

CG[JTHH,IIDJI € IIPOTHROIOKA3aH MpH NAIHCHTH C TCXKa qepﬂﬂﬂpoﬁﬂa HEAOCTATBYHOCT.

4.4 CnenHaJHA NpeaynpeKAeHUA H IPEANAIEH MEPKHIPH yHnoTpeda

Chbpae4HO-ChI0OBY
KinHUYHKATEe Npoy4YBaHUA MOKa3BaT, ue CepTUHAON yab/pkapa QT-HHTepBala B MO-rofgMa cTeneH OT HIAKOH
OpyT¥ aHTHICKUXOTULKA. CpeanoTo QT-yabiDKaBaHe € No-rojiiMo B FOPHUA Kpad Ha IMpertopbUBaHUA [1030B
paTepBall (20 ¥ 24 mg). VYawmkaBaHeTo Ha QTc¢ MHTEpRasla MPH HAKOW JIGKAPCTBA € CRE
criocoOHOCTTa Aa npeausBUKBar aputmua THN — Torsade de Pointe (TdP) (norey
NnoNUMOp(HA BEHTPUKYJIApHA TaXUKapAxd) U BHe3alHa cMBpT. KIHHHYHUTE U HEKITUHHA
1aBaT OCHOBAHUE J1a C€ MOTBLPAU AATH CEPTHHAON € MO-apUTMOIN€HEH OT OCTAHZ
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[lopagu TOBa CEpTHHAOS CleBa [a Ce MpUjara caMo, akQ MALMEHTHTE HE IIOHACAT JIEUCHHUETO ¢ MOHE €HH
IPYT AHTUNCHXOTHK.

JlexapHre, KOUTO NPEANUCBAT MeIMKaMeHTa TPAOBa Ja ce NPUALPKAT CTPHKTHO KbM H3HCKBAHHUTE
MepKH 3a 6e30MacHOoCT.

EKI" MOHMTOpHpAaHE

- EKI" MoHUTOpHpaHE € 3aAB/DKHTENHO NPEAH H N0 BpEME Ha JICYEHHE ChC CEPTHHION.

- CepTHHI0M € NPOTHBONOKA3aH, ako ce Habmonasa QTc uHTepran no-ronsM ot 450 msec npu
Mbxke 1 470 msec npH xKeHU npeau 3ancyBaHe Ha TEPAITHATA.

- EKI cnenpa ga ce HanpaBu npeau 3arno4yBaHe Ha TepanmMaTa, cjiel JOCTHraHe Ha CTabuiHu
IU1a3MEHH HUBA Cle PUOIU3UTENHO 3 CeAMUIIM MITH IPH AOCTHTAaHE Ha 1034 OT 16 mg H OTHOBO
ciaeq 3 Mecela JICUSHHE.

[1o Bpeme Ha nooabpixalnara Tepanus ce n3nckpa EKI naa ce npaeu Ha BcekH 3 Mecena.,

- 1o Bpeme Ha mogabpskallo nevenue, EKI™ cneara aa ce npasu nipegu ¥ Clefl BCAKO NMOKAYBAHE Ha
703ara.

- [Ipenoppusa ce ga ce Hanpasu EKI v npu pobasaHe Win yBe/InYaBaHe Ha A03aTa Ha CHITBTCTBALLIO
Ne4YeHUe, KOeTo OM MOTJIO 1a YBEIMYH KOHLIEHTPALMATA Ha CEPTHHAON (BK. To4Ka 4.5.).

- Axo ce ycraHosu QTc nnHtepBan no-ronsam ot 300 msec no BpeMe Ha JIeueHHE ChC CEPTHHAOMN, Ce
NpenopbyBa JICUCHUETO ChC CEPTUHAON 1a ObAE MPEKPaTSHO

- Ilpx maumMeHTH, IIpH KOUTO Ce HaOMOAABAT CUMITTOMHU KaTO NalNWTALMH, KOHBYJICHH WIH CHHKOI,
KOHUTO OMXa MOTUIH Ja ObAaT MHAMKALMA 33 MOABATa HA ApPUTMHUH, JIEKYBAILUAT JIeKap CJielBa Ja
HanpaBH CIENIHA OLieHKAa Ha TepanuaTa, BKIFoUHTeIHO H EKT.

- Hait-noGpe ¢ EKI" MoHuTOpHpaHeTo faa ce npoBexaa CyTPHH H 3a HpeINoYHATAHE € 33 H3YUCICHHE
Ha QTc¢ aa ce u3nonssar gopMmynute Ha Bazett wnu Fridericia.

PuckpT OoT yamokasane Ha QT-HHTEpBalia ce 3acH/IBa NP NMAUMEHTH, KOMTO MPHUEMAT €AHOBPEMEHHO
MeUKaMeHTH yab/pkasauy QTc yHTeppana WM noTuckamy Metabonusma Ha cepTHHAON (Bixk. Touka 4.3).

H3xognure cepyMHU KOHUEHTPALMM Ha KAt U MarHe3uit TpaOBa Aa ObaT H3CeABaHH NIPEAH HAYaIO0TO Ha
TEPaINUA ChC CEPTHHION [IPH INALMEHTH ¢ PUCK OT 3HAYUM eJieKTponureH aucbananc. Huckute cepyMHH
HHBA HA KaJIMH H MarHe3uil TpadBa 1a ObAaT KOPUTHPAHH NpPENH 3arOYBaHe Ha JIeYeHHeTo. MOHHUTOpHpaHe
Ha CEpYMHHA KalHH € NPEeNopBYMTEIHO MPH NAUHMEHTH € MOBPLIIAHE, AHAPUS, ICYSHHUE C KATHHA-3a1bpoKaln
OUYPETHIIM WIK MPH APYIH €IEKTPOJIUTHH HAPYLICHHA.

[Topanu o -6noxupaiioTo AeficTBHE HA CEPTHHAON B HAYATHUA NIEPHOZ HA THTPHUPAHE Ha J03aTa MOXE [1a Ce
Ha00aBAaT CUMIITOMK HAa OPTOCTATHYHA XHIIOTEH3HA.

AHTHIICUXOTUYHHUTE JICKApPCTBA MOrar na WHXMOWpar edeKTa Ha [JONMAMHHOBHTE aroHUCTH. CepTHHAON
TpsAOBa 1a ce U3MOoJI3Ba C NOBULIECHO BHUMAHHKE NMPH TIAalHeHTH ¢ ITapkuHcoHoBa GonecT.

Hakon CHUCT (cenexruBiHM HHXUOMTOPH Ha CEpPOTOHHHOBHMA TPAHCMOPT) KAaTO HanpuMep (JIYOKCETHH M
napokceTdH (MowHd CYP2D6 uuxuburtopu), Morat ja yBelnduaT [1a3MEHHTE HUBA Ha CEPTHHIOI 2 A0 3
mbTH. Ilopagu ToBa Ceprunaon ciensa ga OpZie npuiaraH eJHOBPEMEHHO ¢ TE€3H JIEKApPCTBa CaMO IIpH
U3KJIIOYMTENHO NOBUIIEHO BHUMAHHME U €AUHCTREHO, aKO NOTSHLHAIHATA NI0J13a HAOXBBP/A pucka. Moxe na
C€ HAJIOXKH NMO-HUCKA MoaabpiKkailta Ao3a cepruHaon U BHUMaTelIHO EKI npocneassane mnpeau u cieji BCAka
[pOMsAHA B 103aTa Ha Te3M JIeKapcTBeHH cpeacTra (Bxk. Touka 4.5).

Ceprungos TpsaOBa Aa ce U3MOJ3Ba C MOBHIIIEHO BHUMAHHE IIPH MAILHEHTH, 32 KOHTO € U3BECTHO, Y€ Ca ChC
3abaBeH MeTaboIu3eM 4Ype3 CYP2D6 (Bx. Touka 4.5).

B MHOrO penku ciy4ad 10 BpeME Ha JICYCHHE ¢bC CepTHHAON ca OMIKM JOKIalBaHH P,
M30CTPAHE Ha Beve ChUIECTBYBaLl Auader. IlpH nauueHTH, cTpagaiiy oT AHabeT W/
(pakTOpH 32 pa3BUTHE Ha 3axapeH Aua0eT € NPEeNOPBUMTENHO AJeKBATHO KJIMHAYHO M@
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| launenTH B HanIpeaHana BE3pacT

Ceprunaon He € opoOpeH 3a JIeYEHHE HA IICHXO3H, CBBP3aHM C JeMEHUMS W/HIM IOBEICHYECKH
Pa3CTPOHCTBA M HE Ce Mpenopb4Ba NpU MAalMEeHTH B HamlpeaHanda BB3pacT ¢ AeMmenums. [Tpubnusurento 3
KpaTHO MOBHIICH PHUCK OT MO3BYHO-CBHIAOBM HEXEJIAHH JICKADCTBEHH peakuuM e OWl HaGmonaBaH Ipu
PaHAOMHM3HPaHH IUTALeb0-KOHTPOIMPAHHU NPOYHBAHHS NIPH [OMyNAIKA IAMMEHTH, CTPAIAIlH OT AEMEHIMS 1
JIEKYBAHW C HAKOM ATHIMWYHH AHTHIICUXOTULM. MeXaHH3MBT Ha TOBA HApPacTBaHEe HA PHCKA € HEW3ACHEH.
[lopoben ymenuuen pHck He 6M MOT®I Aa ObOe W3KIIOYEH NIPH NPH APYTH AHTHICHXOTHIHE H IpYry
oIy Aty OoT NMauueHTH. CepTHHaoN TpadBa ja ce W3MON3BA ¢ TOBHILEHO BHUMAHHE MPH NALMEHTH C
pUCKOB hakTOop OT ynap. [lopanu yBENMHUEHMAT PHUCK OT 3HAYMMH CHPIACHYHO-CHIOBH 3a00NISIBAHMSA [pu
MallUEHTUTE B HalpexHala Bh3pacT, CEPTHHAOM TPAOBa [a Ce MOJ3Ba NpU MALUEHTH Hax 65 roJuHA CaMo C
ocobeHo BHUMaHue. JleueHneTo TpabBa fa ce 3anouBa caMo cliei 06CTOeH ChPACYHO-CHIOB MPETIIEA.

Hamanena yepHoapoOHa dhyHKIHA

Ilannentn ¢ neka/ymepeHa udepHoapoGHa AucyHKUMA TpsabBa Ja GbAAT BHUMATEIHO INPOCIEISBAHM.
[Ipenopwusa ce no-6aBHO TUTPUpaHe U NMO-HUCKA MOMTBPKALIA JO34.

KBCHH TUCKHHE3NH

CuuTa ce, Yy¢ KBECHUTEC RHUCKUHE3HM C€ AB/KAT HA XMIIEPCEH3WTHBHOCT HAa MOTNAMHHOBHTE peLenTopH B
OasaHKMTE raHIIMM KaTo pe3ysTaT OT XPOHMYHA peleNTopHa 6aoKkana, NPEAN3BUKAHA OT AHTUIICUXOTHIIH.
[lo BpeMe Ha KAMHWYHM MPOYHYBAHHS CE YCTAHOBABA HHUCKA YECTOTAa (CPAaBHHMA C Ta3u npy IUiaiedo) Ha
CKCTpanupaMUIHH CHMIITOMU TPH JICHEHHE ChC CEPTHHAOA. HezaBUcHMO OT TOBa, ABATOCPOYHOTO NEUYEHUE
C AHTHIICHXOTHUIH (OCOOEHO BBB BHCOKH [O3H) CE€ CBBP3BA ¢ PMCK OT KBCHM JUCKHHE3UH. AKO CE€ TOSBAT

MPpH3HALlK Ha KbCHa OHUCKHHEC3HUA, Aa C€ TMpCLeHU HEGﬁ){DﬂHMGCTTa OT pCAyLHpaHC Ha AO03aTta HIH
NpCKpaTABaHC Ha JICHCHHUCTO.

I"spuoBe

CepruHaon Tpsadea Ja ce U3MNOM3BA ¢ NOBHINEHO BHHMAHUE NpH MNALMEHTH ¢ aHAMHECTHYHH HAHHH 3a
rbpUOBeE.

HeBponenTHyeH MaJIUTHEH CHHAPOM

[loTeHumanHo onaceH KOMIUIEKC OT CHMITTOMH M3BECTEH KAaTO HEBPOJENTHYEH Manurded cuuapoM (HMC)
C€ CBBP3BA C H3IOI3BAHETO HAa AHTHUIICUXOTHYHHU cpercTBa. Jleyemmero Ha HMC u3nckBa He3abaBHO
[IpeKpaTsaBaHe [IPHeMa Ha aHTHIICUXOTHYHH CPEICTBA.

CHMIITOMH Ha OTHEMAHE

I1pn pA3KO NpekpaTsBaHe Ha JICYEHHETO C AHTHIICHXOTHYHH CPECTBA ¢ ONTMCAHN OCTPH CHMITOMH Ha
OTHEMaHe, BKIIIOYBAIIH r'aZicHe, NOBPBLUIAHE, HITIOTABAHE U Oe3chHMe. Cro0ilaBa ce 1 32 Bh3MOXHA [TOSBAa
OTHOBO Ha NICHXOTHYHH CHUMITTOMH, KaKTO H HA Pa3CcTpOWCTBA HA HEBOJIEBUTE ABWODKEHHS (Hallp. AKATH3HA,
JUCTOHUA U AuCKUHE3Us ). [lopanu ToBa ce npenopryBa NOCTENEHHO NIPEyCTAHOBABAHE Ha MPHEMa.

IloMOUIHM BELIIECTBA
TabneTkure CHABPXKAT MOHOXHIPATHA JIaKTO3a. [TallHeHTH ¢ pe/IKH HACNIENCTBEHH NPOGIEMH KaTo

ralakTO3Ha HEMOHOCUMOCT, JIAKTa3Ha HeIOCTaThYHOCT Ha Lapp WM rioKo30-ranakTo3Ha Manabcopbups,
He TpAOBa Jia IpHeMaT TOBa JIEKapCTBO.

4.5 BsaumojeiicTBHE ¢ APYTH JeKapcTBeHH NPOXYKTH M APYrn GOopMA Ha B3anMoaelicTBHe

YabiokaBane Ha QT-uHTepBaNa, CBBEP3aHO C [IPHEMa HA CEPTHHIOI MOXE J1a C& 3aCHJIM [IPH €HOBPEeMEHHA
ynorpeba Ha MEAMKAMEHTH, 3a KOHTO € H3BECTHO, Y€ BOAAT [0 3HAYMTENHO yab/ukaBaHe Ha QT-HHTepBana.
Ilopanu ToBa eAHOBpeMeHHATa ynoTpeba Ha TaKHBa JNeKapCTBa € NMPOTHBONOka3aHa (Bix. Touka 4.3). Takbs
BHJl B3aUMOJICHCTBHE MOXKE Na Bh3HHMKHE HANPUMEPp MEXIYy XWHWAWH M CEPTUHJON. B Aqum-mmeHue KbM
eeKTHTE 110 OTHOWEHHE yABbDkaBane Ha QT-unrepnana (Bix. Touka 4.3), XUHUIUH H3L .-, %
CYP2DSe6. "
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Ceptunpon ce metabonmusupa 3nauntesHo or CYP2D6 u CYP3A u3zoeH3umu Ha cHcTemaTa LETOXpoM P450.

CYP2D6 ce xapaktepusupa ¢ nonuMop(u3EM, a ABaTa H30SH3UMa Morat aa 6baar HHXMGHpaHU OT peauia
NICUXOTPOITHH M ApYTH JekapcTea. (B, Touka 4.4)

CYP2D6

[InasmeHaTa KOHUEHTpaLMA Ha CEPTHHAON C€ yBelMH4YaBa 2-3 MBTU NPM MAIMEHTH, KOHUTO IIPHEMAT
€/IHOBPEMEHHO (PITyOKCETHH WM MapoKCceTHH (MOWHH MHXMOHTOpH Ha CYP2D6), nopaau ToBa CepTHHION
cneaBa fAa Obe M3IMON3BAH EJHOBPEMEHHO C TE3H JIEKAPCTBA CAMO MPH M3KIIOUUTENHO IOBHUIEHO
BHHMaHHe. Moxke [1a ce HATIOKM NO-HUCKA NOAABPKAIla 1032 cepTHHAON M BHUMaTteano EKT nipocnenapane
Npeax M CJIEM BCAKA ITPOMAHA B J03aTa Ha TE3H JIEKapcTBeHH cpeacTra (Bx. Touka 4.4).

CYP3A

Munnmanan yseauueHua (< 25%) Ha TUIa3MEHMTE KOHLEHTPALMH HAa CEPTHHAON €a PETMCTPHPaHH TpH
Makponuaute (Hanp. epurpoMuitid, CYP3A MHXMOHTOp) M KallIHEBMTE AHTArOHUCTH (IHITHA3EM,
Bepanamun). HezaBucuMo ot ToBa nocneauumre Ouxa OWIM MHOrO Mo-rojieMH IPH WHAMBHIM CBC CJiab
MeTabonuszem upes CYP2D6 (nmopagu ToBa, 4ye €THMHMHHPAHETO HAa CEPTHMHAON M OT [BaTa HM30€H3UMA
CYP2D6 u CYP3A, me Ovae 3acernato). Ilopamgu ToBa, 4e € HEBB3IMOKHO PYTHHHO Aa OBIAT
UAGHTHOULIMPAHH NaudeHTHTe Che cnab MetabommseM upes CYP2D6, enHospemenHnata ymoTpeba Ha
CYP3A uHXHOHTOpPH M CEpTHHION € NMPOTHBONOKA3aHA, Thil KATO TOBA MOXKE Ja JOBENE A0 3HAYMTEIHO
yBEJWUABaHe HA HUBATa Ha cepTuUHAOJ. (Bx. Touka 4.3).

MeTabonu3sMBT Ha CEPTHHAO MOXE /Ia C€ [IOBHIIH 3HAYKNMO OT CPECTBA, 3a KOHTO CE 3Ha€, Ye HHAYLPAaT
CYP uzoeH3MMHTE — npeauMHO pudaMnuuuH, kapbaMazenuH, GeHHTOHH U (peHobGapOHTal, KOeTO MOXe Aa
NOHWXKH TUTa3MCHHTE KOHLICHTPAUHUH Ha cepTuHaon 2-3 nbTH. [loHmwkeHaTa aHTUIICHXOTHYHA €(PEKTHBHOCT
MpH NMaLUEHTH NMOAYYaBallH TAKHBA JICKapCTBa WM APYTH HHOYLHpPAIIH CPEACTRA MOXKE /14 HATOKHU [03aTa
Ha CePTHHION Ja Ob/¢ NOBUIIEHA 10 FOPHATA NPENOphYBaHA IPaHMIIA.

4.6 bBpeMeHHOCT H KbpMeHe

bpeMeHHOCT
be3zonacHOCTTa Ha CEPTHHAOA N0 BpeMe Ha OPEeMEHHOCT HE € YCTaHOBEHA.

CepTvHAON HE € [0Ka3al TEPaTOreHHOCT IpH TMNPOYYBAHHA BBPXY PENPOAYKLMATA Yy IKHBOTHH.
Ilepu/noCTHATATHO TIPOYYBAHE TIPH ITHXOBE € MOKA3aJI0 MOHHXEHA (EPTUITHOCT B IOKOIECHHETO NIPH IO3H,
KOHTO Ca B paMKHUTE Ha TepaneBTHUYHHUTE ITpH Xopa (Bx. Touka 5.3).

CiienosatelHO, CEPTUHAOI He TPAGBA J1a Ce U3TION3Ba MO BpeMe Ha GPEMEHHOCT.

KtpMeHe
IIpoyuBanus MpH KbPMaUuKy HE ¢a NPOBEKAAHH, HO CE OYAKBA CEPTHHAOI Aa CE EKCKPETHPA ¢ MITAKOTO.

AKO Ce MPELCHH, Y€ JICUEHHE CBC CEPTHHAOI € HeoOX0aUMO, TpAOBa Aa ce MMa MPEeABH], IpeKpaTaBaHe Ha
KbPMEHETO.

4.7 EdexTH BhpXy ciocobHocTTA 33 IH0QHpPAaHE H paboTa ¢ MAIIRHH

CepTuHzon HAMa ceaupalll edexT, HO maleHTHTe TpAOBa Aa OBAAT ChBETBAHM Aa He WodHpaT WK
ynpaB/IAaBaT MalllMHH, AOKATO HE C€ YCTAHOBU MHIUBHAYAIHATA UM PeaklHsi KbM MEIUKAMEHTA.

4.8 Hexenann JexapcTBeRH peaKEH

HexenaHu 1EKAPCTBEHH peaKnHH .
Ilo BpeMe Ha KIMHHYHH NPOYUIBAHUA ca HaO/MIONAABaHH CIEIHHTE HEXKENAHU PEaKI{HH NQUIAMA
oT 1%, kouro ce CBBp3BaT ¢ ynmorpebaTa Ha CEPTHHAOT M TIOKA3BAT 3HAUMMA pag |
(MIOCOYEHH B HU3XOMAIL peJ N0 OTHOLIEHHE Ha Y€CTOTATa): PUHMT/HA3AIIHA KOHI'EC A
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(HaManeH efAKyIaTopeH o0eM), 3aMassHOCT, CyXOTa B yCTaTa, OPTOCTATHYHA XHIIOTEH3Us, YBEIMYaBaHE Ha
TETJIOTO, NEPUPEPHH OTOLM, AUCITHER, MAPECTEINH U yAb/DKaBaHe Ha QT-uHTepBana (Bx. Touka 4.4).

Excrpanupamuany cumnroMu (EIIC)

Yecrorara Ha crobuiasanvre EIIC-Hexenany peakiiyd npu NauMeHTH IpHEMalllM CEPTHHAO € TOoJ00Ha Ha

Ta3d OPH NANMEHTH Ha rwianebo. B momeaneHHe Ha ToBa, nmpu MIALeGO-KOHTPOJHUPAHM NPOYYBAHMS,
pasnHKaTta MEXIy MalMUCHTHTE JICKYBAaHM CbC CEPTHHAON H Te3x ¢ Iulanebo, KOHMTO Ce€ HYXKIAAT OT
KOPEKTOPH, € O1na He3HAUUTENHA.,

Hsakon oT HeXenaHWTEe peaxkiiMM C€ MOABABAT B HAYAIOTO Ha JICYEHWETO M H3YE3BAT NPH NPOILIDKHTETHA
Teparnus, Hafp. OPTOCTATHYHATA XWUITOTEH3HUA.

Tabnuuara No-J0JIY IIOKA3B4 HCKCAAHUTC PCAKIHH TI'PYIIHpaHH 110 CHUCTCMO-OpPraHHa RJI&CH(bHK&LIHH H
YECTOTA.

MHnoro vectu (=1/10);
Yectd (=>1/100 no <1/10); Hewectn (=1/1 000 no <1/100);

Penxu (>1/10 000 mo <1/1 000); MHuoro pexnku (< 1/10 000), ¢ Hen3BecTHa YecTOTa (OT HATMMHUTE AAHHU HE
MOKe Ja Objie HarpaBeHa OLEHKA)

H3cnenpanns
YecTH YBenmUuaBaHe Ha TErVIoTo, yaAb/bkaBaHe Ha QT nHTepBaia, e THHHIHH
EPUTPOLIMTH B YPUHATA, CAUHUYHY JIECBKOLMTH B YPHHATA

ChpaevHn HAPYLIeHHSA

YectH HepudepHu otouu

Heuectu Torsade de Pointes (8:x. Touka 4.4)

HapyuieHns Ha HepBHA CHCTEMA

Yectu 3aMagHOCT, MapeCcTE3UH

Heuectun CHHKOMN, KOHBYJICHH, JBUraTeIHN HapylLIeHHs (I0-CIelHaTHO KbCHH
JACKMHE3HH, BXK. TOUKA 4.4)

Penku Ciryuyay nOKAaABaHHU KaTO HeBpoaenTHieH MauruieH cuaapom (HMC), ca

OMJIM NoNy4YaBaHM BBB BPB3KA CHC CEPTUHAON (BX. TOUYKA 4.4)
PecnupaTopHM, rpbAHH H MEAHACTHHAJHH HAPYIICHHSA

MHoro yecT Punwnt/Ha3zanHa KOHTECTHA

Yectu Jucnues

CToMAaIIHO-YpEeBHH HAPYLICHH S

Hectn Cyxora B ycrara

Hapymenus Ha MeTabo/IH3MAa H XpaHEHETO

HeuecTn XUnepriuvkeMmus

Cba0oBH HApYILICHHS

YectH OpTrocraTU4Ha XUNOTEeH3MA (BXK. TOUKA 4.4)
Hapymenns Ha Bb30POAIBOAHTE/IHATA CHCTEMA H bPAATA
Yectu AOHOpMHA edKynanus (HaMaeH eaKyJIaTopeH obeM)

4.9 Ilpeno3upane

OnMTBT CHC CEPTHHAOI NIPH OCTPO Npeao3upaHe € orpaHl4deH. MMa cro0menus 3a ciyuau ¢ (paTalieH U3XOx.
Hesasucumo or ToBa, manmeHTH mnpuemany ao3u a0 840 mg ca ce BB3CTAHOBWIH 0e3 YCIIOKHEHMS.
CrobiiagaHuTe NpU3HAlK U CHMITTOMHU Ha NPEAO3HpaHe ca COMHOJEHTHOCT, HESICEH IOBOp, TaXMKapawd,
XHIIOTEH3HA M NIPEXOAHO yAbk/kaBaHe Ha (QTc-unreppana. Habmonasanu ca ciryyad Ha Torsade de Pointes
4YeCTO B KOMOMHAIMA ¢ IPYrH JIEKAPCTBRA, 32 KOUTO € U3BECTHO, Y€ Mpeau3BuKBaT 1dP.

JleueHue

B ciy4aii Ha ocTpo npeRo3UpaHe Aa € OCHI'YpH IMPOXOAHUMOCT Ha JHMXATEIHHTE ITHETHILA
aJE€KBAaTEH NPUTOK Ha KHUCIOPO/I,

BG. SPC CepaonekT 4 mg, 12 mg, 16 mg, 20 mg




HesabasHo fma 3amouHe mpoab/DKHTENHO MOoHUTOpHpaHe Ha EKI' M BUTanuure npusHaud. B cayuvaif Ha
yobibkeH QTc-uHTepBan ce npemnopwpuBa NpocieIMBaHETO Aa NMPONB/DKH 10 HopManu3upaHe Ha QTc-
HHTepBana. J[a ce UMa MpeaBU, Y& MOMY-)KHBOTHT HAa CEPTHHIO € 2 10 4 [HHU.

Jla ce OCHI'ypH BEHO3€EH ITBT H [J1a ce MpeLieHH HEOOXOAUMOCTTA OT IIPHEMa HA AaKTUBEH BBIVIEH U JIAKCATHBHH
cpeactsa. Jla ce HMa npeABUA BB3MOKHOCTTA OT BKIIOYBAHE H Ha JIPYrd MEXMKAMEHTH.

Hsama crienduyueH aHTUIOT Ha CEPTHHAON U TOH He MOXe Ja Obae AMANH3HpPaH, NOopaad KoeTo TpaOra aa
ce MpeAnpueMaT aJeKBATHH NOJNBPXKAIIM MEpKH. XHMIOTEH3UATA U CHAOBUAT KoJalic TpsGBa Aa Objar
TPETHPAaHH AJl€KBATHO, HAMpP. ¢ BEHO3HH BJIHMBaHHA. B ciy4aii, ye ce HW3IOA3BAT CMMNATHKOMHUMETHYHH
CPeJCTBA 32 KOPEKUMA Ha LIHPKYJIaTOPHUTE HAPYIIECHHUS, aApeHAIINH W AOTIAMHH Clle/iBa Ja ce yrnoTpebgBar ¢

TMOBUIIIEHO BHUMAHHUE, ThH KaTO 3 CTUMYJIalusATa, KOMOMHHpaHA ¢ () AaHTArOHH3MA, CBBP3aH ChC CEPTHHAON,
MOKe Aa 3aaBJI00UH XUTTOTEH3IUATA.

AKXO Ce mpuiara JieueHHe ¢ AHTHAPUTMHYHHU CPEJICTBA TAKWBA KATO XHHHAMH, JH3OMMPAMHU/ ¥ TIPOKAMHAMUI,

TEOPETHYECKH C€ YBE/IMYaBa pUCKa OT yab/bKaBaHe Ha QT-uHTEepBana, KoeTo ce n00aBsg M KBM CXOHHSA
e(heKT Ha CEpTHHAOI.

B ciayuad Ha Te€XKa €KCTpanMpaMHMIHa CHMIITOMATHKa Jla ce IpuiaraT AHTUXOJIMHEePrHUHH cpeacTea. Jla ce
OCBLUECTBABA MPAK MEIUUHUHCKH KOHTPOI M NPOCISAIBAHE O Bh3CTAHOBABAHE HA TIAI[HEHTA.

5. DPAPMAKOJOI'NTYHHA CBOUCTBA

5.1 PapMakoIHHAMHYHH CBOMCTBA

(dapMakoTepaneBTUYHA IpylNa: aHTHUIICUXOTHK CbC CEICKTHBHO ACHCTBME BBPXY NAUMOHYHATA CHCTEMA,
ATC-xox: N 05A EO3

Ilpennonara ce, 4ye HEBpO(APMAKOIOTHIHHMAT NPOdWI HA CEPTHHIAON KAaTO aHTHUIICHXOTHYHO CPEJACTBO CE
OTIpeAe/id OT HETOBHA CENEKTUBCH MHXUOMpa eekT BhpXy Me30JUMONYHATE JOTIAaMHHEPTHYHE HEBPOHHU W

ce AB/DKM Ha OanaHcHpanus MHxuOupam edekT BbpXy UeHTpalHuTe D, v 5SHT, peuentopu u oy-
aJpeHEPruiyHHTE PELICIITOPH.

IIpu ¢dapmMakosOrMuYHU NpOydYBaHHUA Y JKMBOTHH, CEPTHHION € MOKa3al CHOHTAHHO HHXHOMpaHE Ha
AKTUBHHTE JOIIAMHHOBH HEBPOHH B ME30JIMMOMYHATA BEHTPO-TETMEHTANIHA 06JIaCT B CHOTHOLICHHE ITOBEYE
or 1:100 cpaBHeno ¢ gonmaMHHOBHTE HeBpOHU B substancia nigra pars compacta (SNC). Cumura ce, uye

nHxubupaneto Ha SNC Boam g0 aBuratenHu crpaHwdHH edektu (EIIC), xapakTepHH 3a MHOTrO OT
HEBPOJIENITHIIHTE.

M3BecTHO €, Ye aHTUNCHXOTHULIMTE YBEINYABAT CCPYMHHMTE IIPOJIAKTHHOBH HHBA B Pe3yJITAT HAa JOMAMUHOBA
6nokana. IlanMeHTHTE, NpPHEMAINM CEPTHHAON OCTABaT C HOPMAaHH IPOJIAKTHHOBH HHBAa KAKTO MU
KpaTKOCPOYHA, TaKa U NMPH ABIrocpovHa Tepanus (eaHa roJuHa).

CepTHHIOA HAMA e(EKT BBPXY MYCKapHHOBUTE U xucramuHoBuTe H1 penentopu. Toea ce moTenpXxaara U
OT ()aKTa, Y€ JIMNCBAT AHTHXOJIMHEPTHYHH U CEJaTUBHH €(eKTH, KOUTO CE CBBP3BAT C T€3H PELIENITOPH.

3.2 @apMaAKOKHHETHYHH CBOHCTBA

EnMMMHHMpaHeTO Ha CEPTHHAOA C€ OCHIIECTBABA MO YEpHOApOOEH MBT KATO IO

(npu >xeHU KIHPBHCHT € ¢ okono 20% MO-HUCHK OTKOJNKOTO TIPH MEXE, BBIPE
KIMPBHCH NpH npeHeOpersaHe Ha MAacTHATa TBbKaH ca cpaBHHMH). [lopaam TOB3
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ALDKM Ha HApacTBaHE HAa CHCTEMHATa OMOHAIMYHOCT. B ¢TabWIHO CHCTOAHHE KIHPBHCHT HE 3aBHCH OT
A03aTa, 4 KOHLEHTPALUUATE Ca TPOTIOPUMOHATIHM Ha Jo3ara. ChulecTByBa yMepeHa BapHAOHMIIHOCT MEXKIY
OTAENHUTE HHIAMBHAM [0 OTHOLICHUEC HA (PapMaKOKUHETHKATAZ Ha CEePTHUHION, KOETO C€ JBJKH Ha
nouMopdu3eM Ha HuToxXpoM P450 2D6 (CYP2D6). ITaunesTH, kKouTo ca ¢ aedHrIuT Ha TO3H YepHOApoOeH
€H3UM MMAaT KNHpPBHC Ha ceptuHaon 1/2 go 1/3 or TO3H Ha MHAHUBHAM C e€KCTEH3WBEH MeTabonaM3BM Ha
CYP2D6. IHopaau ToBa naumeHTHTe ¢he cnad MetabonuseM (Mo 10% oT momynamnusaTa) e uMart Tula3MeHH
KOHLIEHTpaUuM 2-3 MbTH MO-BUCOKH OT HOpMaHUTe. KOHUEHTpallMuTe Ha CEepPTUHAON He MoraT Ja Opnar
PEAMKTOP 3a TEPANeBTUYHUA €(EeKT MPU OTASIAHUA MALKUEHT; MOpaad TOBA HHAMBHAYAIH3HUPAaHE HA J03aTa
ce MocTUra Haii-goOpe upe3 OLCHKA Ha TepaneBTHYHHNA €(DEKT H TIOHOCHMOCTTA.

Abcopbims
Ceptunnon ce abcopbupa nodpe ¢ T max. Ha cepTHHION CIen nepopalieH npueM npubnmsurenno 10 vaca.

PaznuyauTe n034 ca OUOCKBUBAJICHTHU. XpaHaTta M alTyMHMHHUCBO-MarHE3UCBUTE aHTHALMIHM CPEACTBA HE
OKAa3BAT KIIMHUYHO 3HAYMM €(eKT BbpXy abcopOLusaTa Ha CEpTHHAOI.

Pasnpenenenue

Ob6embT Ha paznpeaenenue (V[3/F) Ha cepTHHAON ClieA MHOTOKpaTHO Ao3upaHe ¢ mpubmusurendo 20 Lkg.
CeptuHaona ce cBbp3Ba 99,5% ¢ IasMEeHHTE MPOTEHHH, NPeIUMHO ¢ alOyMUHA H O -DVIHKONpoTeUHa. [Ipu
NalMeHTH, JIEKYBaHH ¢ IpenopbuBanuTe Ao34, 90% oT u3MepeHuTe KOHUEeHTpaluH ca rnoa 140 ng/ml (~320
nmol/L). CepTUHIOA NTPOHMKBA B YEPBEHUTE KPBBHM KJIETKH B ChOTHOIEHHE Kpbe/miazma 1:0. Ceprunaon
JIECHO NMPEeMHHABa KPbBHO-MO3BYHATA U IUIAICHTApHATA OapHepH.

MeTabonM3bM

JBa Merabonura c€¢ OTKPHMBAT B YOBCELIKATA IUIa3Ma: JEXHUIPOCEPTHHAON (OKHCIICHHME Ha MMHUIA30JIOBUA
npbLCTeH) U HopeepTHHAON (N-aeankwidpade). KoHLeHTpaUMUTe HA ACXUAPOCEPTHHAOIA B HOPCEPTHHIOA
ca npubnusurenHo 80% u 40% CBOTBETHO OT OCHOBHOTO CHEAWHEHUE B CTAOWIHO ChCeTOAHME. JIeHCTRHETO

HA CEPTHHOON <€ AB/UKM IMPEeIHMMHO HAa OCHOBHOTO CbEOWHEHHME H MeETaOOJHMTHTE HAMAT 3HAYHMMH
(hapMaKOIOrH4YHH e(EKTH IMPH XOpa.

ExckpenLus

CepTHHAON U HEroBUTE MeTabOJIMTH ce eIMMUHMpAT MHOro 6aBHO kato 50-60% ot nepopannara no3a,
Oens3ana ¢ paAHOAKTHBEH U3OTOII Ce eJiuMuHaMpa 1o 14 auu cnep rmpuema. [pnbnusurento 4% ot po3zara ce
EKCKPETHPAT ¢ YPUHATA KATO OCHOBHO CheIMHEHHE U MeTabOIUTH, OT KOUTO IMO-MaJiko OT 1% e karo

OCHOBHO che/IHHeHHe. OCHOBHHUAT ITBT HA CKCKPCTHpPaHC C HPC3 (l)ﬁK&JIHHTﬁ H CC OTHACA 34 OCTaTbKa OT
OCHOBHOTO CHSAHHESHHE H MeTaOOJHUTHTE MY.

5.3 IlpeakTHHHYHM JAHHH 32 0€30IaCHOCT

Yabsmxapane Ha QT-untepBana Ha EKI, Hali-BeposTHO Ib/Kallo ce HAa MHXUOMpaHE Ha 3aKBCHAJIOTO
oceoOoKIaBaHe Ha kaineBuTe KaHaiuH (Ix, , HERG) ce HabmoaaBa npd )KUBOTHHCKHA Moaeind. CepTHHAON
ofade, Noka3pa JIKICA HA PaHHU CJISANONAPU3ALIMOHHM NPOMEHH BBB BjakHaTa Ha [IlypkuHue npu 3aiiuu H
KydeTa. PaHHHTE ciiea-nionapU3alliOHHH MPOMEHH CE CYMTAT KaTO OCHOBEH TpUrep (pakTop 3a HACTHNBAHETO
Ha Torsade de Pointes. CepTUHAON HE € NpeAM3BUKANI BEHTPUKYJIAapHU aputMuM THN Torsade de Pointes B
33€UIKA  ChpLHA ¢ OTCTPAHEH AaTPUO-BEHTPHKYJIApeH Bb3el, HE3aBUCMMO OT eKCIePHUMEHTAIIHO
npeaw3BukaHata xunokamueMusa (1.5 mmol) u Opaguxapausa. ExcTpanonMpaHeTo Ha HAXOAKATE IIPH
’KHBOTHH CIIpAMO XOpa IO OTHOLISHHE Ha yAb/DKaBaHeTO Ha QT-uHTepBana U aputmuute, obaye, Tpadbea na
ce MPaBH C NMOBUIIICHO BHUMAHUE MOpagy 3HAYMMHUTE MEXKIYBUAOBH Pa3IHKA, KONTO CHLUIECTBYBAT.

OcTpaTa TOKCHYHOCT Ha CEpTUHAON € HHUcCKAa. lIpd nmpoyusaHMsA 3a XpOHHYHA TOKCHYHOCT C IUTBXOBE H
kyueta (3-5 NbTH KJIMHHYHO H3/laraHe) ca HabmoaaBaHu HAKOJKO edekTta. Te3u edekTH ca B ChbOTBETCTBHE C
(hapMaKOJIOrM4YHUTE CROMCTBA HA MEIUKAMEHTA.

IIpoyuBaHHd BBpPXY PENPOAYKIHATA YV JKHBOTHH HE Ca JaJdd AOKAa3aTelICTBa
ITepn/nocTHATAIHO MPOY4YBaHE C MABXOBE € MOKa3ajl0 HaMalABaHe Ha PepTHIHOCTTA A
003a B TEpalleBTHYHH rpaHHLM 3a xopa (0,2 mg/Kr/neH), a NpH No-BUCOKH JO3H €€ YQ
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Ha MPeXUBAEMOCTTA HA HOBOPOJACHUTE B PAaHHHA JIAKTALMOHEH NEPHUO, HaMaleHO MOKaYBaHe Ha TEIVIOTO H
3a0aBeHO pa3BHTHE HA HOBOPOACHHUTE MPH JO3U, TOKCUYHH 3a MalKara.

YUndtocBaHeTo U QepTHIHOCTTA ca OWIM 3aCerHaTH MpU MBXKKM ILUTBXOBE HpPU 03 NO-BUCOKH oT 0,14

mg/kr/neH. 3acaraHero Ha ¢epTWIHOCTTa, koeTo € Ouno ofparumo, ce ofbAcHABA ¢ ¢apMaKOJOTHYHHA
[PO}MII Ha CSPTHUHAOI.

CepTHHIION HE € NOKAa3all in Vifro W in vivo TOKCHYBOCT MPH 'E€HOTOKCUYHH NpoyyuBaHui. [IpoyuBaHHs 3a

KaHLHCPOr€¢HHOCT NMpPH INIBX0OBC H MHIIKH HE Ca JOKa3allk pa3BUTHCTO HA TYMOPH, KOHTO 3 CC CBBP3BAT C
KIHHHUYHATA ynnTpeﬁa Ha CCPTHHAOII.

6. PAPMAINIEBTHYHU TAHHHA

6.1 CnHcbK HA IOMONIHHATE BElleCTBA

CoplieBHHA Ha TabseTKaTa:
I{apeBHYHO HULIECTE,
JIAKTO3a MOHOXUPAT,
XUNpoJ103a,
MUKPOKpPHCTAJIHA LIENTYJIO3a,
KpOCKapaMeno3a HaTpHH,
MarHe3HeB cTeapar.

OO6BUBKA Ha TaDIeTKATA:

Xunpomenosa,

tuTaHoB Juokcup (E171),

maxporon 400 u

4 mg: ;xkene3eH okcHA XbiT (E172)

12 mg: xxeneseH okcup xwiat (E172), sxeneszeH oxcua yepseH (E172)

16 mg: )xeneseH oxcua uepseH (E172)

20 mg: skenezeH okcua xKuaT (E172), )keneseH okcun yepsen (E172), sxeneszen okcua yepen (E172).
6.2 HecnLBMECTHMOCTH

He e npunoxuMo.

6.3 Cpok Ha roAHOCT

4 mg, 12 mg, 16 mg u 20 mg: 5 roguHMm.

6.4 CnenMaJHH YCJIOBHSA HA CbXpaHeHHE

CeXpaHABalTe B OPUrHHATHATA OMIAKOBKa 3a IIpeiNa3BaHe OT BB3/ICHCTBHETO Ha CBET/IMHATA.
6.5 HaHHH 32 OIAKOBKATA

- Baucrep or PVC/PVAC naMuHaT (npo3padeH WM O4i1) ¢ anyMHHHEBO (OIIHO B KapTOHEHA KyTHS,
ceabpikaia 28 tabnetku (12 mg, 16 mg u 20 mg) unu 30 Tabnetku (4 mg).

He BCHUKY BHIOBE OMAKOBKH MOTaTr Aa ObJaT MyCHATH B Npoaaxoda,

6.6 ChnennajJHH Npeana3sHH MEPKH NPH HIXBLPJIASHE H padoTa
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Hsama crieitajHu M3UCKBaHHUA.

7. IIPUTEXATEJI HA PAZPEIIEHHUETO 3A YIIOTPEBA

Lundbeck Export A/S
Ottiliave) 9

DK-2500 Valby
Hanusg.

8. HOMEP HA PAZPEIIEHHMETO 3A YIIOTPEBA

Ceppoaext dunmupanu tabnetku 4 mg: 980 02 86
Ceppoaext ¢unmupann tabnerkm 12 mg: 980 02 85
CepnoaexT dunmupanu Tabnetku 16 mg: 980 02 84
Cepaonekr dunmupanu tabnetku 20 mg: 980 02 83

9. JATA HA ITBPBO PA3PEINIABAHE/TIOJHOBSABAHE HA PASPEIIEHUETO 3A
YIIOTPEDBA

JlaTta Ha mepBO paspemaBade: (03.09.1998
JlaTa Ha nocieaHo nogHopsasane: 15.12.2003

10. JATA HA AKTYAJINZUPAHE HA TEKCTA

BG. SPC Cepnonexr 4 mg, 12 mg, 16 mg, 20 mg
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