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1.  HME HA JEKAPCTBEHHSA NPOJYKT | ‘ RINE N
Kiormkcon 10 mg dunmupans TabneTka h o
Clopixol 10 mg film-coated tablets

2. KAYECTBEH H KOJHYECTBEH ChCTAB

Knonuxcon 10 mg: Beska Tabnerxa cuaspxa 10 mg nykronenTakcon (nox dopmara Ha
11,82 mg LyKIONEHTHKCON THXAAPOXIOPHL)

Homownu sewgecmea ¢ ussecmuo oeticmaue;
Jlaxro3a MOHOXHZPAT
X#poreAupaHo PHIHHOBG MACHO

3a MENHEEAT CIHCHK HA HOMOLIHMTE BEleCTBa, BIDKTe To4Ixa 6.1.

3. JEKAPCTBEHA ®OPMA
Tabnerka panmApana (TabneTra),

10 mg: Kpnrya, ApoiEO H3MBKHANTA, CBETNO YepBeRo-Kadana (humenpana TabreTka.

4. KJIMHHYHH JAHHHA

4.1 TepaneBTHIHE NOKaIAHAN

OcTpa H XpoHHvHA ITH30(PEHAR H JPYTH NICHXO3H, 0CO0EHO ChC CHMITOMH KATO XAIOLMHHpaHe,
HATYAHOCTH # MACJIOBHN Pa3CTpOHCTBa H NIPOTHYAINY ¢ AXUTHPAHOCT, ABHTATEHO HECIOKOHCTRNE,
BpaxIe0HOCT H arpecHBHOCT.

Masniina dasa Ha GHRONEPHO AdEKTHBHO PAZCTPOICTRO.

AXUTHPAHOCT HIH APYTH OBEACHYCCKH pa3CTPO#iCTBa HPR YMCTBEHO M30CTAHAIH IAIEHTH,
CHMITTOMM HA 2KHTHPAHOCT M ArPECHA NIPH NAMCHTH B CTApYECKa BE3PACT, CTPAJANH OT NEMEHLIHA.

4.2 HAo3mpoBKka H HATHH A8 HPRJICKEHHE

BKA

Buvapacmnu

JosupoBkara Tpa6sa Oa 6b0¢ HHEABHAYATHO ONPEAETCHA B 3aBHCHMOCT OT CECTOSHHETO HA MMANHEHTa.
O6GHkHOBEHO B HAYaNOTO TPA0BRA 1A C& H3MON3BAT HUCKH A03H, KOMTO J3 Ce YBEIMIABAT A0 AOCTHIaHE HA
ONTUMANTHO ePeKTHBHO HEBO, KOJKOTO ¢ BE3IMOXHO [0-05P30 U chofpaseHo ¢ TepaneBTHIHEA OTTOBOP.
HongppEamaTa 1032 MOXE A3 ce npHiara 0DMKHOBEHO KaT0 e[HOKpAaTHa FHEBHA 032 MPeAH JAraHe,

Ocmpa wusodpenus u dpyeu ocmpu newxosu. Texcku ocmpii CoCMORKUA HA ANCUMUPAROCM. Mauwi
O6uxnoseHo 10-50 mg/nen.ITpn yMepeno Texxd J0 TEXKH CITyYan BavIaiHa 103a oT 20 mj hil:
ce yBeJAIARa TipH ReoOxomumoct ¢ no 10-20 mg Beexn 2-3 AHA Ko AocTHTaHE Ha 75 mg yile 170




Xporuuna wusodpenun u Opyzu XpPoHUYHU RCUXOSY.
HMoprspaxamara nosa obukHoseHo ¢ 20-40 mg/neH.

ANCUmupanocm npu yMcmeeno U3OCTaHanU nayuenmu
6-20 mg/nen, karo npu HeobXoOUMOCT Aa ce yBenuds 1o 25-40 mg/nen

Adcumuparocm u GzpecusHocm Npu NAYUERMIE 6 CIMAPYECKA 8b3pacm, CMpPacauu om OemMenyus,
2-6 mg/AeH (3a IpeATOYATAHE IPHETH KHM Kpas Ha JeHa). ITpu neoOXoMMOCT 103aTa Ja CE yBelIHH 0
10-20 mg/nen.

Buvapacmuu nayuenmu
BzapacTau nmauMeHTH TpAGRA 13 TpMEMaT 03, OI3KA A0 ZONHATA NPENOPHUBAHA TPAHMIIA HA I030BHA

HHTEpBAN,

AHeya
KnonHkcon He ce penophHed 3a ynorpeba npH Oelia ROpaH JHMIKa HA KIHHWIESH OITHT.

Hamanena 6vbpeuna gynxyus
Knomuxcon moxe aa 6bje npunaran B ofugaiisg J03W TIPH NANHEHTH ¢ HaManeHa 656pedna dynximsa.

Hamanena uepnodpobua dymxyus
HMpenoptupa ce BHUMATENHO A03MPAHE M [0 BE3MOKHOCT MOHHTOPHPAHE HA CEPYMHHTE KOHIICHTPaIliy.

Hauus Ra npuioxense

TabneTkire ce npuemar ¢ Boaa.
43 MpoTARONOKA3ANAS

CBpPBXYYBCTBHTEHOCT KbM AKTHBHOTO BEIIECTBO HIH HAKOE OT NOMOUIHMTE BEIIECTBA, H3GpoeHH B (
TouKa 6.]).

CBAOB KOIAIC, NOTECHATO Ch3HAHME NOPATH PadTHTHI IPHIHHN (Hanp. HHTOKCHKALNA ¢ aIK0XO0L,
GapOHTYpaTy mhm onMaTH), KoMa,

44 Croenuanns nperynpexicins ¥ NPeANa3He MepKH npa ynorpeba

BB3MOXHOCTTA 33 PASBHTHE HA MAITHTHEH HEBPONEITHYCH CHHAPOM (XHIIEPTEPMHA, MYCKY/IHa PUTHAHOCT,
(IyKTyalus Ba CH3HAHMETO, HECTAOHTHOCT Ha BEreTATHRHATA HEPBHA CHCTEMA) CLINECTBYBA IpPH SCHUKM
HEBpOAeNTHIH. PHCKET € BEPOSTHO N0-TONAM IPH NO-MOITHATE areHTH. [lalMenTH ¢ AaHHy 3a
CHINECTBYBAHI MPE/IH TOBA OPTAHKYeH MOIBYEH CHHEPOM, YMCTBEHO H30CTABAHE, ONHATHA H AIKOX0JHA
33aBHCHMOCT ¢a MHOTO M0-YECTD CPEIIaHK cpel chobmenure $aTanHe ciryias.

JleueHue: ITpexparaBade Ha HEBPONEITTHKA, CHMITTOMATHIHO JIETeHHE K 00IIH NOMIBPXALIH MEPKH.
JarTponeH ¥ 6pOMOXPHIITAH MOraT #a GhAar OT mTomsa.

CuMnToMHATE MOTAT i3 MEPCHCTHPAT NOBeYE OT CeAMHLIA CNIER NPEYCTAHORABAHE MIPHEMA HA NEpOpalieH
HEBPOJENTHK H NO-FHJIre, KOratd ¢a H3No3BaAHH LET0 (l)OpHH Ha npenapara.

Kakro npa apyruTe BeBpONENTHIM, L KJIONSHTHKCON Tpa0Ba g ce H3MON3PA C NOBHIICHO BHAMAHHE IIPH
NANHEHTH C OPraHH4eH MO3bYEeH CHHAPOM, KOHBYIICHH H YepHOApobHO 3abonspaHe B HapeRHana (asa.

Kakro e ormcano # npu gpyri NCHXOTPOIHHA CPEACTEA, HYKIODEHTHKCON MOXKe Ja IPOMEHA peammm
CIPAMO WHCY/THH M TIIOK033, KOETO Hanara KopeKllHs Ha aHTHAHaleTHaTa Tepanms IpH
CTpafiaiy ot nuaber. /




[NaumenTs Ha TLATOCPOYHA TEPANAS | TIO-CTIELHANHO ¢ BUCOKH 03 TPA6Ba la (b1aT BHHMATENHO
MOHHTODHPAHH H NEPHONHRECKH 12 Obje NpeLeHaBan0, JATH NOAXEKAIATA 0033 MoXe Aa Onae
HaMaJeHa.

Kaxro ¥ pu ApyruTe NexapcTBEHA NPOAYKTH, IPHHAIICKAINH KbM TEPANCBTHTHAA KIAC HA
AHTHTICHXOTHITMTE, LyKIONEHTHXCON GH MOTHI Aa NPSAH3BHKA yrwpkasate sa QT-wmrepeana.
INepcucTRpamoTo yosmkasane Ha QT-uHrepBana MOXe 04 CH3TANE PHCK OT 30KAYSCTBCHA apUTMHH.
CnenopaTtenso UyKIONERTHKCON TpAOBRa Ja ¢¢ H3MOI3EA ¢ MOBHINICHO BHUMAHHE MPH APeIpasnolokKeHH
HHAMBAAH (CTPajallM OT XHNOXAIHEeMHAs, XATIOMATHE3HA WIH FeHETHYHE NPeAPAsNoNeKEHOCT), KAKTO H
OpH NAHEHTH ¢ HCTOPHEA HA CHPACIHO-CHAOBH 3a00N4BaHHA, HANMpHMEP yabokasane Ha QT-unrepnana,
3HaYuMa Opamnkapaua (< 50 ynapa Ha MEHYTA), HACKOPO IIpEKApaH 0cThp HH(apKT Ha MAOKapJa,
JEKOMIIEHCHPRNA ChPACIHA HEAOCTATHIHOCT HTH Chpneyna apurMuas. Tpa6sa na ce mbarsa
SHHOBPEMEHHOTO JICYSHHE C APYTH aHTHICAXOTHIE (kK. ToUIKa 4.5).

TMpy AHTHTICHXOTHITHTE Ca ACKIAABAHH CTYSaH Ha BeHo3eH TpomGoembommsam (BTE). Twil kato mpu
NaLHEHTHTE, IEKYBAHH ¢ AHTUIICHXOTHIE 4ecTo c& HabmonasaT npracbuTn packosH (dakropu 3a BTE,
BCHYKH BB3MOXHHM PUCKOBH dakTopn 3¢ BTE TpaGea na 6eaaT naesTH¢MIMpany Opead ¥ No BpeMe Ha
JICYEHHETO ¢ LY KIONICHTHKCON H J1a CE B3EMAT NPEBAHTHBHU MEPKH.,

Beipacmuu nayuenmu
[pu ynoTpebara Ha HAKOH ATHIMYHM AHTHIICUXOTHIN € OHI HaG/II0AaBAH NPHONHHTENHO 3-KPaTHO

HOBHIIEH PHCK OT MO3STHO-CHAOBY HEXENANH PEakiMy IO BPEME Ha PAHNOMHIHPAKH IL1aneco-
KOHTPONAPAHH KIHHWYHYA POYYBaHUA NPH NoNyAanHITa DalHeHTH, CTPATAIIH OT fSMEHIIN.
MexanusMET Nopakaai noXO6EH PUCK He € H3dCHEH. TO3H NOBHMINEH PHCK HE MOXe A3 OBbAe H3KIIOYEH 32
OCTABAIIHTE AHTHIICHXOTHIIA, KAKTO H 33 ApyruTe NONYMyaauuy ot naupentd., [yxnonenrakcon Tpabea na
CE M3M0J3EA C IOBAMIEHO BHAMAHHE TIPH MALHEHTH ¢ PHCK OT HHCYNT.

Hoawmuena cmepmyiocm npu Bv3pacmuu nayuenmu ¢ demenijisn

JlaHHu 0T ABE MOJieMH HAGMIOAABANH NPOYIBAHHA TIOKA3aXa, 9¢ MALHCHTH B CTapHecKa Bh3pact ¢
JCMEHIMA, NTCKYBARH C AHTHIICHXOTHYHA CPEACTEA, €A B 1EKO NOBHIIEH PACK OT HACTHIIBAME Hi CMBPT B
CpaBHEHHE C TE3H, KOMTO He ca JeKypaHH. HaMa 10CTaTh4HO JaHH 33 IPEIH3HO APOTrHO3HPANE CrelieHTa
Ha PHCKa H IPRTHHATS 33 NOBHINEHHA PHCK ¢ HEH3BECTHA,

LiyxnonenTnkcon He e 0xo0peH 3a NeYeHNe Ha NIOBEAEHICCKN HAPYIIEHHA CEBP3aHH C AEMEHLHA.

IlomMomem BeniecTsa

TabreTxuTre CHABMKAT NAKTO3a MOHOXHAPAT. [TanyelTyn ¢ pefkn HacHenCTBEHN MpoOneMH Ha
HETNOHOCMMOCT KbM FaJIaKkTo3a, IThjleH NIaKTaseH JeQBmAT WIH IMoK030-ralakTo3Ha ManabcopOiHs He
TpaGba Aa NpACMAT TOB# JICKAPCTERO.

TabnerkuTe CHABPXAT XHAPOr¢HAPAHO PHLMHOBO MACIIO. TOB2 MOME Ja MPHIHHH CTOMAIIHO
HEPAIMONOKECHAE H JHADHS.

4.5 BaanmoneiicTBHe ¢ APYIE JEKAPCTBEHA NPOAYKTH H APYrH GopMH HA B3gAMOAeHcTEHE

Kombunayuu, usuckeauu noswueno snumanue npu ynompeba
IyKnoneHTHKCON MOXE Ja 33CKAH cenaTHBH#S edekT Ha ankoxona u edexTrre Ha GapOHTYpaTHTE M
apyrare aenpecantd Ha ITHC.

HeBponenTHLHTE MOrarT A3 YBEIHYAT WIH HAMANAT eeKTa Ha RHTHXMIICPTEH3HBERHTE CPEICTBA;
AHTHXHANEPTEHINBHHAT eEKT HA IBAHETHAHHA H APYTH CPOJHM CHEIHHCHHA CE HAMAIABA.

EnnospeMenHara ynorpeGa Ha HEBPONEITHUM ¥ JIATHH YBETHTABA PHCKA OT HEBPOTOKCHYHOCT.




LlyxrionenTHXCON MOXe A2 HaMany edexTa Ha IEBOKONA H HA APCHEPTHYHHTE CPEICTRA.

EnnospemennaTa ynorpefa Ha METOKIIONpaMHU/, H ITHICPA3AH YBEMHMABA PHCKA OT
CKTpanApAMHAHHHAPYIICHHAS.

Toit XaTo HYKIONEHTHKCON ce MeTabomisupa sactayHo o1 CYP2D6, ennospemennaTa ynorpeba c
MEIHKAMEHTH, 3a KOHTO € H3BSCTHO, 9€ HHXWGHpAT TO3H CH3IHM, MOXKE [ IOBSNe NG HAMATEH KIHPLHC Ha
HYKJIONIEHTHKCON .

VeemmaenuaTa Ha QT-HHTepBana, CBLP3aHH ¢ JIEYeHHETO ¢ AHTHIICHXOTHIHA Morar Ja OBaat o6ocTpeHH
TIDH ¢THOBPEMEHHOTO MIPHEMAHE C APYTH JIEKAPCTBEHH NIPOAYKTH, 33 KOHTO € H3BECTHO, Y€ 3HA1HMO
yAwDKasar QT-uxTepsara. EqnospeMennaTa ymoTpe6a ¢ TaKHBA TEKAPCTBEHHA MPonyKTH Tpadea fa Gpae
m30areana. ToBa ce oTHACA IO CIICHATE KITACOBE!

xiac Ia u [ apreaparMuny (XPHEIAH, aMHONAPOH, COTAn0J, AOGETHIHA)

HAKOH QHTHMICHXOTHIMH (HANPHMED THOPHAA3HH)

HAKOHM MAKPOJH/H (HAPHMED €PUTPOMHILIH)

HAKOH AHTUXHCTAMMHH (HaNpAMep TepdeHazHN, ACTEMH30M)

HAKOHM XHHONOHOBH aHTHOHOTHIM (HATIpHMEP raTH{IOKCAIMH, MOKCHIOKCAHH)

TOpHUAT CITUCHK HE € H3uepNaTeNeH H ONPEAENECHH APYTN ICKAPCTBEHH MPOAYKTH, 32 KOMTO € HIBECTHO,
4e 3HATAMO yaBUKaRaT QT uRTepBana (HanpuMep LA3ANpHA, THTHH) TpAOBa Na 6p0aT H3GAreanm.

JlekapcTBeHH NMPOAYKTH, 34 KOUTO € H3BECTHO, Y¢ MPHYHHABAT eIEKTPOIHTEH qHCOAIAHC KaTo
THAIHAIHYPSTHIN (XMITOKATHEMHS) M JIEKapCTBa, 33 KOATO € H3BCCTHO, J¢ YBEIAYABAT ILTa3MeHaTa
KOHIIEHTpaLMs Ha OYKNONEHTHKCON ChIIo TpAGEa Aa 6bAaT H3NoNsBaHu ¢ NOBHINEHO BHHMAHUE, Thil KATO
e 6MXa MOTJIH /12 YBeJIHYAT PHCKa 0T Yap/pkasane Ha QT-MHTepBana H 3I0KA4eCTBCHH APHTMHH (BXK.
Touka 4.4).

4.6 DeprRANTET, GpEMEBHOCT ¥ KEPMERe

Bpemennoct
LiyknoneHTHKCON He TpaOBa Oa c¢ H3MON3BA N0 BpeMe HA GpeMEeHHOCT, OCBEH aK0 OYaKBaHaTa Noj3a 3a

NanHeHTa HE HAMXPHPIA TCOPSTHIHHA DHCK 3a MAo4a.

HopopoleHy HnokeHH Ha AHTHICHXOTHIH (BEIIYHTEHO 1YKIONEHTHRCON) 110 BpeMe Ba TPETHA
TPHMECTHP HA GPEMERHOCTTA, ¢4 ¢ PHCK OT HeXEAAHR PEaKIAH, BKIIOYHTENHO CKCTPANAPAMEAHH H /AIH
CHMTTIOMH Ha OTHEMAaKe, KOMTO MOTAT Aa Bapupar 10 TEXEeCT H NPOABDKHTEIHOCT Cliel PAKIAHETO.
JoxknagBanH ¢a cIyd9ad Ha BE30YNA, XHMNEPTOHHA, XHIOTOHMA, TPEMOP, CEHIMBOCT, PECTIHPATOPEH JHCTPEC
WiH HapymeHus B XxparedeTo. ClIeI0BaTeNIHO HOBOPONCEHTE TpAOBA fa GBAAT NOAN0KEHH Ka BHUMATEITHO
HaOMocHHe,

TIpoyumaHAs IpH KHBOTHA ¢4 NOKA3AIH PEPOAYKTHBHA TOKCHYHOCT (BX. Todka 3.3).

Knpmene
Twii KaTO BYKIOTEATHKCOA <€ OTKPHBA B MajKA KOIAYECTEA B MAHTHHOTO MIAKO, HE ¢& 0UaKBa 3acAraHe

Ha JETETO MPH W3NON3BaHe Ha oGHdalinmre Tepaneprmany no3su. Josara noera ot 6¢6eT0 ¢ no-Manka ot
1% ot maliumHaTta Jo3a Ha K TeAecHO Terno (mg/kg). KepMeRero Moxke 12 IPOLIKH M0 BpeMe Ha
Tepanma ¢ OYKIOMNEHTHKCOM, 4KO Ce MPEICHH, 1€ € OT KIHHUIHO 3HAYCHHE, HO ¢e MPEnophina
HalUmoicHAE Ha KbPMAYeTo, 0Co0eHO npes MePBHATE 4 CCAMHLHE CJIe]], PAKABHETO.

Deprunurer

TIpn xopara, ca HOKNaBAHM HEKETAHA CHONTHE KATO XHIICPIPOTAKTHHEMMA, TATTAKTOPEA, AMEHOpes,
epexTHIHA QUCHYHKIEA M JIMICA HA eaxynaumd (BxX. Touxa 4.8). Te3d celHTHA MOTaT Ja HMaT
OTPHIFMTENHO BE3ACHCTRAS BRPXY XEHCKATa H / HIH MBXKA cexcyanHa (GyHKHHS B INIOZIOBHTOCTTA.




Ipy OSB3 Ha KIMHKYHO 3HAYHMA XHNEPPOTAKTHHEMHE, TVTAKTOpEs, aMEHOPES HITH CCKCYaIIHH
nuchyHKIMK, TPIOEA Ja ce 0GMECIIM HaMaTIBaHe Ha [03aTa (K0 € BE3MOKHO) HIIH IPEKPATABAHE Ha
negenrero. Edexture ca o6pariMn npy npekpaTaBaHe Ha IeueHHeTo.

TIpunaraseTo Ha LyKIONEHTHKCON NP MEXKH H KCHCKH TUTEX0BE ¢ CBBp3aNo ¢ NEKo 3abaBiHe NPy
aufTocpane. B ¢aMH eRCIIEPHMEHT, KBAETO IYKNONEHTHKCON € IIPATAraH 4pe3 XpaHaTta, be orOens3aHo
BIOIIABAHE HA YHPTOCBAHETO H HA YECTOTAT HA 3a9eBaHe

4.7 Edexrn Bbpxy cnocobnocrra 3a modupane o paboTa ¢ MAIIHER

Knomickon e cemApam MegaxaMenT. [Ips nalHenT, HA KOMTO Ca Mpe/ITACAHH NICAXOTPOTHA
MEIHKAMEHTH MOXE JIa C¢ ONAaKBA 3acATaHe Ha 0OGMIOTO BHMMAHHE H KOHIIEHTpaLHA | Te TpxOBa aa 6baar
NpeaynpefeHH OTHOCHO CIOCOOHOCTTA MM A& IO¢HRPAT HiIH paboTAT ¢ MALTHNH.

4.8 Hewxenamn nexapCTBeHH PeaKNHHA

TMoBeueTo HeXENAHE PEAKIHE ¢4 fI030-3aBHCHMH. UeCTOTaTa H TEXECTTa ca [0-H3paseHy B paHHaTa dasa
HA JIeMEHHETO M HAaMAIIMBAT TIPH POIKIKATEIHA TCPATKA.

EKCTpanipaMHIHH PEAKIHA MOT'aT Ja ce MOABAT ocofeHo B paiHara (asa Ha neueHHeTo. B moseueto
CITY9AH TE3H HEXENAHH PeaKli MoraT Aa OhAar KOHTPONHPAHH 330BONHTEIHO IPe3 peAyLApaHe Ha
103aT4 W/HNH AHTHITAPKHHCOHOBHA CpelcTBa. PYTHHHOTO NPO(HNIAKTHYTHO H3I0N3BaHe HA
AHTHIIAPKAHCOHOBH CPEACTBA HE CE IPeNoph4ba. AHTHNIAPKAHCOHOBHTE CPEACTBA He 0bNeKkyaBaT KhCHATA
OMCKHHE3MA ¥ MOKE Ja 5 3acHAT. [IpenopsaBa ce pefyLHPaHe Ha 103aT4 WIH 10 BH3IMOXKHOCT
NpeKpaTABAaHE HA TEPAIMATA ¢ LYKIONeHTHKCON. IIp# IepcHCTHPAINA AKATH3HA, GEH30AHAZEITHE HIH
nponpaHoIos Guxa MOrIH Aa Obaat OT moisa.

YecToTHTe Ca B3ETH 0T JIHTEPATYPATA H CIIOHTAHHH CHOOINEHHA.

YecroTute ce ONMpPeAeNaT KAKTO clielBa:

MHOTO 9ecTH (= 1/10), uectr (= 1/100 mo < 1/10), negectu (= 1/1 000 go < 1/100), peaxu (2 1/10 GO0 no
< 1/1 000), muoro peaxs (< 1/10 000), ¢ RewsBecTHA YecTOTa (0T HANMMYHHTE JAHHH HE MoXe 13 Obae

HAITPABCHA OICHKA).

Hapymenus Ha kpbBTa 1 Penxu TpomOonuronerud, HEYTPOIEHHA,
maMbraTa cucreMa NIEBKOTICHHS, arpaHyJToNuTO34,
Hapymenns Ba iMyHH2Ta Penxn CPBpBEXIYBCTBHTEHOCT,
CHCTEMA aHadIAKTHIHA PeaKiHs,
Hapyiresns Ha CHAOKPHHHATA Peaxn XBneprpoNakKTHREMHUA
cHcTeMa
Hapymernna aa merabonismMan | Uecrn Veenwuen aneTnT, YBEIHICHO
XPaHEHETO Terno.
Hevectn HamaneH aneTHT, HAMANIEHO TErNO.
Penxu XunepriukeMus, HApyWeH
TNFOKO3EH TOAEpaHc,
XHICPNHMHIEMHEA.
Ierxnas HapyOeRas Yeeru Hucomuun, genpecHs, TPEBOKHOCT,
HEPBHOCT, A0HOPMEO ChHYBAHE,
DKHTHPAHOCT, HAMAIEHO THOUIO. e




Heuectn AnaTni, KOmMapH, YBETHIESHO
nubHno, 00BPKAHOCT.
Hapymienns Ha HepsHaTa Muoro 9ecTH | COMHONIEHTHOCT, aKaTH3HA,
CHCTEMA XMOEPKHHEIAA, XHIIOKHHE3HA.
Yeco TpeMop, AUCTOHNS, XHIICPTOHHA,
1aManHoCT, TIaBobomHe,
mapecTelud, HapyHeHHe Ha
BHHMAHHETO, AMHAE3HT, alHOpMHa
MOXO/IKA,
Heuwectn KncHa quckuHe3ns,
xuneppeduiekcus, TMCKHHESHA,
MapKHACOHH3HM, CHHKOIL, aTaKCH4,
HApYTIEHAE Ha FOBOPA, XHUIIOTOHHE,
KOHBYJICHH, MHTPEHA.
Mrioro peaxu | MannrHes HeBponenTHieH
CHHIPOM.
HapynieHns Ha ouTe Yecn Hapymena akomonaius, aGHOpMHO
3peHKE.
Henectn OKyNnerapH4HA KPH3H, MHIpHAasa.
Hapywiesus ga yxoTo 0 Yectn Beprturo.
nabupuHTa
Heuectn XunepakysHc, THHHTYC
Cobpneynn HapymeHus HecTn Taxuxapand, NaRIHTALMH.
Penxu Yrsnxen QT-unrepsan Ha
€IEKTPOKAPAHOTPAMATA.
ChOoBH HADYHICHHA Hedecrn XHAnoTOHMA, TOpEeNIH BhIHH
PecniparopHs, rpsaHA B Yectn Hazamga koRrecTH, AUCITHES
MEIHACTHHAIHH HapyIIcHHS
Cromamuo-ypesHd Hapymeaus | MHoro gecra | CyxoTta B ycrara.
Yectn YeenuyeHa CANHBAITAS, 3aIeK,
MOBPLINAHE, AUCTIETICHA, AHAPHA.
Heuecth AbnoMuHanmHa Gonka, rajgeHe,
METEOPHIEM
Xenaro-Ounmmapnn Hapymernus | Heuwecrn AGHOpPMHN cTOlHOCTH HA
4epHOTPOOHATE (DYHKITHOHAIIHH
TECTOBE
Muoro penkd | XonecTaTHIEH XeaTHT,
HCRITTCHHAIIA.
HapymeHns Ha koXara | Yectn X HOepXuapo3a, IpypHTYyC.
TIONKOKHATA ThKaH Hevecrn O6pus, peaxmus Ha
{OTOIYBCTRHTERHOCT, HAPYMECHHE
Ha IHMTMEHTAnnATa, cefoped,
JICPMAaTHT, Iy pITypa.
Hapymenns Ha MyCKYIHO- YecTH Mpmanrus.




CKEeNeTHATA CHCTeMa H Heuectu MycCKylIHa CKOBABOCT, TPH3IMYC,
CBECHUHMTENHATa ThKaH TOPTHKOIHC.
Hapymenvs na 650perure v YectH MHEKUHOHHH CMYHICHHAA, 3AXLPKAHE
NHKOYHATE IMLTHIA Ha YPHHATA, TOTHYPHA
BpeMeHAOCT, TyepnepayM H Hemspecta | CHAAPOM H2 OTHEMaKE B
NepHHATAIHHA YCI0BHA HEOHATANICH NepHOA (BHXK T. 4.6)
Hapymenns na Hevectu Hapymena esxynamas, epeKTHIHA
BEINPOHIBORMTEIHATA CHCTEMA nucdysKnad, CMYLNICHAS HA
H TBEPAATA 0prasma npH xKeHH,
BYJIBOBArHHAIIHA CYXOTA.
Penxn MaHexoMacTHs, TATAKTOpes,
aMeHOpPe, NPHATTHIBM.
O6mm Hapymenus d epekti Ha | YecTH AcCTeHRS, YMOpa, HEpasnonoxKeHue,
MACTOTO Ha IPANIOEKEHHAE Bomxa.
Heqectn XKaxna, XunoTepMud, MAPSKCHA

Kaxro # mpH APYTHTE IEKApCTBa NMPHHANICKANTH KbM TCPATICBTHYHHE KJIaC HA ANTANICHXOTHIINTE, Taka H
TP NYKIONSHTHECON <3 GHIH JOKTaABaky PedKH CTydad Ha yanokasane Ha QT-unTepsana,
BEHTPHKYJAPHH APHTMHH — BEHTPHKYIApHA Ubpanauys, BeHTpUKy1apHa TaxHkapnus, Torsade de Pointes
H BHE3allHA CMEPT 110 HEM3BECTHA NPHIHHY (BXK. To4ka 4.4)

BHe3anHOTO MpeKbCBAHE HA JIEYCHAETO ¢ IYKNONEHTHKCOI OH MOTJIO Ja CE CHITBTCTBA ChC CHMITOMH Ha
orreMane. Hali-uecTare cHMITTOMH ¢a rafede, NOBphIaHe, AHOPEKCHA, AHAPHA, PHHOPEd, NOTEHe,
MHAITHH, DAPECTEIHH, HHCOMHHA, IBATATENHO HECTIOKONUCTBHE, TPEBOKHOCT K AKMTHPAHOCT. [laumenTuTe
CHINO GMXa MOTIIA I3 HAATBAT H BEPTHTO, PCAYBAIH ce YCCIIAHHA Ha TOILIHHA ¥ CTY, TPEMOP.
CHMITTOMHTE OOHKHOBEHO 3aN04BaT B paMkuTe Ha | 10 4 JHM OT OTHEMAHETO H 3aTHXBAT 3a 7 1o 14 axm.

C € Ha I10, HEXETIAHN

CroOIABANETO HA MONOINPAHH HeXENAHH PEAKITHH CIIEH Pa3peNIaBane 3a ynorpefa Ha NeKapcTBeHus
OPOZYKT € BakEo. TOBa MO3BO/ALRA A4 IPORBIKY HABMIOASHHETO HA CHOTHOINEHHETO NON3A/PACK 38
NEKapCTBEHHS DPOAYKT. OT METHUMACKHTE CTIEIMANHCTH C¢ H3HCKBA JIa Cho0IIaBaT Beska Nono3Apana
HEMXeJTaHa peakis Jpe3 M3ITeIHATe HS areHus 00 JEKAPCTRATa, Y. ,.Jlamss I'pyes™ Ne 8, 1303 Cods,
Tex: +359 2 8903417, yebeadim: www.bda.bg,
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CHMITTOMH
COMHONEHTHOCT, KOMA, JIBUIATE/IHA PA3CTPOHCTBA, KOHBYJICHY, MOK, XAOEPTEPMAL/XHIIOTEPMHS.

Ilpu npes03Rpane 3aeaHO C APYTH AEKapCTBEHH IPONYKTH, 34 KOKTO € K3BECTHO, Y€ RIIMAAT HA CHPLETO, Ca
Habmonaeann EKI” npomens, yannkasane ua QT mavepsana, Torsades de Pointes, ciupase Ha CBPUETO H
BEHTPHKYNGPHH apHTMHH.

Haif-ronsMaTa nepopaino MpHEMaHa 033 MKIONEHTHKCON N0 BPEME Ha KITHHHYHATE NpOYyIBaHuA ¢ Omwta
450 mg nHeBRO.

Jledenne
JleqenneTo e CHMITOMATHYHO H NOATbpXkamo. Tpa6ea 1a ¢e R3EMAT MEPKH 33 HOAABpKaNe HA
MHXATENIHATA ¥ CHPAEYHO-ChA0BATA cucTeMd. Enmredprn (agperams) se Tpabba na ce 0
XaTo Moke 2 JOoBele JO HOITIHATEIHO IOHHKAaP4He HA KPBBHOTO HANIATAaHE. Komsyn #
GBIaT TPETHPAHH C THAICMAM, & CHMITTOMHTE Ha IBUraTeiHATE pascTpoiicTea ¢ Gune

7 !
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5, HAPMAKOJOTHYHHN CBOHCTBA

5.1 ®apMakoIBEHAMETHH CBOHCTBA

dapmMakoTepaneBTHIHA FPYHA
AHTHNCHXOTHIM - THOKCAHTEHOBO MPOH3BORHO
ATC-kon: N 05 AF 05

MexameM Ha JeHCTRHE
LyxioneRATHXCON € HEBPONECITHK OT THOKCAHTSHOBATA rpyna.

AHTHIICHXOTHIHHUAT e()ekT Ha HeBPOEITHIIATE CE CHEP3EA ¢ ONOKHPAHETO HA AOTMIAMHHOBHTE PEICITODH,
HO CHILO TAK2 CE CUMTA, Y€ 33 TOBA JonpwHacs H 6noxupanero Ha 5-HT (5- hydroxytryptamine)
peuentopure. Jn vitro HyKIOIEHTHKCON € MOKa3ai BUCOK ayMHUTET eHOBPeMERHO KbM D; 1 D;
ROMAMHHOBHTE PENCIITOPH, 4 -aApeHopenemropyTe M 5-HT: penerrropure, HO HAMA aGHHATET KbM
XONTMAEPrAYHATE MYCKapHHOBH peuemrropu. [Tpurexara cnab adruuTeT KbM XHcTaMaHOBHTE (H))
PelIeNTOPH H He MPOARABA O2-aHPEHOPELICTTOPHA 0/I0KHPAINA AKTHBHOCT.

In vivo aduEMTETST 32 CBEp3BaHe ¢ D2 penenropuTe JOMMHHpa Hafl TO34 KbM D) penenropuTe.
LIyxnonmeHTHKCOR € A0Ka3al, 9e € MOIIEH HEBPOJICNITHK BBB BCHUKH HPOBSAECHH MOBECHICCKH
Npoy4BaHHAs 33 HEBPOJICITHYHA (GIOKK¥paHe HA IONIAMHMHOBHTE PELIENTOPH) aKTHBHOCT. OTKpHTa €
KOpeNalms MeXy in vivo TecToBere, adHHHTETa KbM ACTIAMHHOBHTE I); penenTOpHH MeCTa Ha CEBP3BAHe
B in vilro yCIOBHA H CPEAHUTE JHEBHH IEPOPATHH ARTHIICHXOTHIHH JO3H.

Haxa(HpaneTo Ha TOKOMOTOPHATA aKTHBHOCT H YOEDKABAHETO HA BPEMETO HA CHHA, HHAYLHPAHO OT
ankoXol n GapOHTYpaTH, IOKA3BA CERATHBHROTO ACHCTBHE HA IYKIOTIEHTHKCOM,

KakTo mosedero HeBPOJIEITTHIM, MYKIOMEHTHECON YBS/IHIABA CEPYMHHATE IPOJIAKTHHOBA HHBA.
Krunina egniacriocmn u bezonaciiocm

B KIHAHYHATA NPAKTHKE GYKIONEHTHKCON CE M3MON3BA 34 NEUCHAS HA OCTPH M XPOHHTHH TICHX03H, 34
NedeHHe HA NAHESHTHE C YMCTBEHA H30CTAHANOCT H XHNCPAKTHRHO H JECTPYKTHBHO TIOBEICHUE, KAKTO H Ha
TIANMEHTH ChC CEHMIHA HEMEHLMA M TapaROMAHH HASH H NOBEACHIECKH pascTpoiicTea.

OceeH 9¢ NpeIH3IBAKBA JHAYNMA PeAyKIN WiH THTHO OBNajiaBane Ha AAPCHATE CHMIITOMH Ha
MH30MPEHANTA KATO XAMIOUHHAPAHE, HAYAHOCTH H MHCIIOBHH pa3CTpPOHCTEA, LYKIONEHTHKCON HMa
H3paszeH e(eKT BEpXy OPHAPYKABAIATE CHMITTOMH KaTO BPa&XKAeOHOCT, MORO3PHTENHOCT, KHUTHPAHOCT K
arpecHBHOCT.

LlyKRONEHTHKCON NpEeAN3BAKBA NPEXOIHA 103a-3aBHCHMa ceamya. Taxosa HAYANHO ceanpaHe obave e
OGMKHOBEHO MPEAMMCTBO B OCTpaTa (hasa Ha 3aGonaBaHero. TonepaHc xbM HeCTIEAGHIHEA CeaMpa

edekT ce pasBHBa OBP30.
5.2 PapmakoKHHETHYIRH CBolicTBa

AGcopbuma
MakcHManHi Ia3MeHE KOHLIEHTPAIlWH el IEpopaneH npHeM ce AocTHraT 3a 4 vaca. LlykmonenTakcon
MOXe [ia ce npHeMa §€3 ornien MpHeMa Ha XpaHa. OpanHara GHEOHAIHTHOCT € 0KONo 44%.

P ENeHHE

Cpexunsar obem Ha pasnpeaenense {Va)s ¢ okono 20 Vkg.
CrEp38aleTo ¢ NTa3MEHATE POTEHHN € 0Kono 98-99%.,

Brorpanchopmarma
MeTaboiu3MBT Ha HyKJOHEHTHKCON €€ OCHINECTHIBA N0 TPH OCHOBHH ITHTA: cyN(okcuaupane, N-

ACAMKAITHpaHe Ha CTPAHHIHATA BEPUTA H KOHIOrais C IIIOKOPOHOBA KHCeHa. Metabon e
TPHTEXABAT ICHXODAPMAKOIOTHTHA AKTHBHOCT. LIyKIONeRTHKCON NOMAHHpa HAlL METH
MO3BKA H APYTHTE THKAHH.




EnmaMprmpane

EnuMHBRIMOHHANT ToMyXHBOT (TY p) Ha IyXICNIEHTHKCON € 0KOJIo 20 4aca, a CpeJTHHAT CHCTEMEH
xmpsHC (Cly) & oxoio 0,86 Vmin.

IyKIOneHTHECON C& eKCKPETHPA OCHOBHO ¢ (pekanuire, HO 0 H3pecTHA cTeneH {oxono 10%) A ¢
ypuHara. Camo oko1o 0,1% oT Aosata ce eKCKpeTHpA B HENPOMEHEH BHA ¢ YPRHATA, KOSTO 03Ha9aea, 9¢
HATOBapBaHeTO Ha Gp0penHTe ¢ MEIRKAMEHTA ¢ HE3HAYHTEHIHO.

IIpH XEPMEIH HKeHH, MYKIONEHTHKCO ¢& eKCKPETHPA B MANKH KOAMYeCTBa ¢ MiskoTo. B crabunno
CBHCTORHHE, IPE/TH IOPEAHO A03HPAHE, CHOTHOINCHHETO KOHICHTPALHA B MASKOTO/CEpyMHa
KOHLIEHIEHTpAlAA IPH KEeHATA TPETHPAHA ¢ OpaJIeH HIH Aieno npenapar ¢ oxono 0,29,

JlimeapnocT

Kunersikara e muneapra. CTaioHapHH TUTa3MEHH HHBA Ce JOCTHTAT 33 0Kono 3-3 aHH, CpeaHara
CTALIHOHAPHA MAHEMAIHA CEpYMHA KORLEHTPAIMA HA yKIORCHTHKCOI, OTropapsna Ha 20 mg
LYKJONIEHTHKCON eSHOKPATHO AHEBHO mepopao ¢ 25 nmol/l.

BrapacTHy nalmeHTH
@apmalcomenmmrre HapaMeTpH C2 B rojiMa CTEIICH HE3aBHCHMH OT BB3DACTTA HA NALHEHTA.

Hamanena 616pedsa ¢yHima .

OCHOBaBalixH ce HA TOPENOCOYEHHTE XAPAKTEPHCTAKH 33 CIHMHHEHDPAHETO, € OCHOBATEIHO Aa ce
TpeATI0A0KH, 3¢ HamaneHara G6peuna GpyHxiua He 61 HOBIHATA 3HaYHMO CePYMHHTE KOHIICHTDPAIMH Ha
OCHOBHOTC CHEZHHEHHE.

Hawmanera gepHonpoGHa dyHkims

HsaMa NaHHwH,

Honumopdussm
In vivo npoy4BaHe € 10Ka3aJ10, Y€ HIKOH ZaCTH OT MeTabO/HTHATE ITHTHINA Ca 00EKT Ha TEHETHYEH
nonruMopdE3EM Ha criapTeds/ AeGpr3oKBHH0BOTO oOkcHanpane (CYP2D6).

DQapMakoxrHeTHYH/ GapMakOIHHAMMYHA BIAUMOBDBIKA

[Mpenops9ea ce MAHMMANHA (T.€. KOHIEHTpAIMA, H3Mepesa TOYHO MPCHH MPHEMAHETO Ha A034} CepyMHa
KOHUEHTpama ot 2,8-12 ng/ml (7-30 nmol/l) 3a moAALpAAMC JeYCHHE HA TALHEHTH, CTPAAANTH OT
msodpeHHs B Jiexa o YMEpeHo Texka dopMa Ha 3abonssaseTo.
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@Iﬁ TOKCHYHOCT

L{yK/IOmeATAKCON HMa HACKa OCTpa TOKCHIHOCT.

X POHHYHA TOKCHYHOCT
Tpu npoy4Badyd 3a XPOHHYHA TOKCHIHOCT HE ¢a JOKA3ANH NPHIHHH, KOHTC [id HANATAT CrielHanHy

chobpakenya P IPHIMKEHHETO HA MYKIOTEHTHRCO .

PenponykKrupHa TOKCHYHOCT
B npoydsane ¢ TpH NOKOJNCHHAN [UThX0Be ce 3abena3Ba 3abapsre npn wnrocsane. Bennx wndrocanu He
e HMano edexT BppXy (epTiinTeTa. B eKCHiepHMEHT, KBAETO IYKIONEHTHKCON ¢& TpHeMa Ipe3 XPaHaTa ce
3aben3sa HapymaBaHe HA YH(TOCBAHETO H HAMAJICH MPOLICHT Ha 3a4¢BaHe,
TpoyuBanns BBPXY PEAPOAYKIHATA IPH XHBOTHH HE A TIOKA3ANH HAAYHE Ha eMOPHOTOKCHIHY WIH
TEPaTOreHHH e(pekTH.
[Tpu nepr/nOCTHATANHH POYSBAHAA IIPH [UTEX0BE, N03H OT 5 # 15 mg/AeH ¢ N0BENO 10 YBEIMYABAHE HA
6pox Ha MbpTBOpOACHHATE GebeTa, HaMansBaHe Ha NPEKUBICMOCTTa IPH HooponeruTe 6ebeTa u 3abaseno
PasBHTAE Ha HOBOpOJEHHTE GeGeta. KNAHAYHOTO 3HAYEHME HA TE3H OTKPUTHA ¢ HEACHO H.L- 0
edexTa BLPXY ROBOPOJAERHTE Ba ¢ ZALDKA HA HeOPEXKHOCT 0T CTpaHa HA MaiikHTe, K%&mﬁo - ™
H3IOKEHH HA J03H OYKAOTICHTAKCOI, TIPEAM3BHKBAIH TOKCHIHOCT Y TAX. /;"S\g» %
oy ¢
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M HHOCT H TEHHOCT

L[yKnoneHTHKCON He NPUTEKARA MYTareHeH WIH KaHUEPOTCHEH NOTCHLHATL.

Ipu npoydBane y IUTEXOBE 32 OHKOreHeH NoTeHumat ¢ 30 mg/kg/feH B NpoAL/DkeHHe HA /B¢ NONWHH
(MakcHMaIHA J03APOBKA) C& YCTAHOBSBA JIEKO CTATHCTHMECKA HEIHATHTENHO YBENHICHNE Ha
aLCHOKAPIHAOMHATE Ha MJICIHATA HKJE3a, AIEHOMHTE H KapIHHOMHTE Ha OCTPOBHTE HA NAHKPEaca IPH
HHAHBMIMTE OT KEHCKH 1071 M HA THPOKWIHHATE MapadorKynapHy kapigaHoMK. Cnaboro nokadpaHe wa
YECTOTaTa Ha TE3H TYMOPH ¢& 1€CTa HAXO/AKa NpH D2 aiTaroHHCTHTE, XOHTO yBENIMYaBaT MPOIAKTHHOBATA
ceKperHi cel IPHIoKEHHE Ha ITbXoBe. DHIHONOTHIHATE PAaIHKH MEXKAY YBXOBE H X0pa 110
OTHOIIEHHE HA MPONAKTHHA NPABAT KIMHHYHOTO 3HAYEHKE HA Te3H HAXONKH HEACHO, HO CE NpHeMa, Ye Te
HE NPeICKa3IBaT OHKOTEHEH PHCK NP NallieHTH.

6. PAPMANEBTHYHM JAHHH

6.1 CnHchbK Ha NOMOIHATE BEHIECTRA

Copyesuna na mabremyxume:
Kaprojeno aamecte,

MoHoxHApaTHA HAKTO348,
MHuKpPOKpPHCTAIEA LIEyRo34,
KonomasanoH,
T'nunepon 85%,
Tanx,
XWnporeAHpaHo PHLIMHOBO MAcIo,
Marnesues creapar.
Obsuexa:
Hypromellose 5,
Maxkporon 6000
1Jsemoge:
Turanuep guokcua (E171)
Yepren xenesen okuc (E172)
6.2 HechBMECTEMOCTH
Hempuioxumo.
6.3 Cpox Ha rognoct
2 rognHk
6.4 Cpensaljiin ycaoBHA HA CHXPAHCHAE
Tosu nexapcTBer HPOTYKT He HIHCKBA CTICITHN YCIOBRS HA CHXDAHERME.
6.5 Baa 8 ChALPAINHE HA ONAKOBKATA
10 mg: 100 3 noiBeTHIEHOBa ONAKOBKa ¢ BHcoka wisTEocT (HDPE)

Bunrosara kamauka va HDPE onaxoBka CRABDKA JECHKAHT.

BunTopara xanauxa Ha HDPE onakoBka € 3amdTEHa OT AeLa.
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6.6

7.

10.

CnenHaiHA OpeAUASHE MEPKH NPH H3XBHpasHe B pabora

HensnonspaHuAT NeXapcTBER HPOAYKT HITH OTHATEIHHTE MITEPHATH OT Hero Tpabsa na ce
HIXBLPIAT B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHHA.

INPATEXATEJ HA PASPEIIEHHETO 3A YIIOTPEBA

Lundbeck Export A/S

Ottiliavej 9

2500 Valby

JHanus

HOMEP(A) HA PAZPENIEHHETO 3A YIIOTPEBA

Per., Ne 20010041

JATA HA OBPBO PASPEIIABAHE / HOJHOBABAHE HA PAIPEIIEHHETO 3A
YIIOTPEBA

Jlata Ha mspBo paspemapane: 01.08.1990

Jara na nocnepHo nogHoBasane: 07.06.2011

JATA HA AKTYAJTUIHPAHE HA TEKCTA

09/2020
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