UHIR TIO EHAPCTBATA

1. WME HA JEKAPCTBEHHS TPOXYKT oot 42367 A.1.10..200....

Amucynmxen 400 mg buamupanu TabaeTku
Amisulgen 400 mg Film-coated tablets

S48 B s cerrvonsneeasa Soreiriverreneneesnassnnesenans

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Beska Tabnetka Amucynmkxen 400 mg dunmupanun Tabnetku chmppka 400 mg  aMucyInpHi
(amisulpride).

ITomownu BewecTsa: Beska Tabnerka cpabpika Jlakrosa moHoxuapar 200 mg (lactose monohydrate).
3a ObJIHKS CIUCHK Ha IOMOLIHKTE BEIECTBA, BIXKTE TOuKa 6.1.

3. JIEKAPCTBEHA ®OPMA

@unMupaHy TabNeTKH.
Benn no nourn Genu osanum dpuimMupann Tabnerku ¢ pasMepd 18 mm x 8 mm, ¢ JenuTeNHa Yepra OT
enHara crpana. TabneTkuTe Morar Ja ce AeJiaT Ha JiBe paBHU YacTH.

4. KJIIMHUYHHU JAHHHA
4.1 TepaneBTUYHH NOKA3ZAHHHA

AMHCYINpUA € MOKAa3aH 3a JICYCHHE Ha OCTPH M XPOHUYHH IIH30(QPEHHH pa3TpOHCTBa:
e [lposBa Ha MO3UTMBHH CHUMITOMH C HAJIYJHOCTH, XQJIOLUHWHALMH, MHCIOBHHM pa3CcTPOHCTBA,
BpaXXAeOHOCT H MHHTENHO MOBEJIEHHUE,
e [Ilpossa Ha MBPBUYHM HEraTHMBHW CUMOTOMH (ACULUTEH CHHAPOM) C NPUTHIECHH EMOLUH,
€MOLIMOHAJIHO M COLMAJIHO OTAPbIBAHE.
AMUCYNNPUA NOBAHUSIBA CHILO BTOPUYHHUTE HETATHBHH CUMIOTOMU IPUYMHEHH OT CHCTOSHHETO, a ChIIO
Taka ¥ €eMOLMOHAJIHUTE Pa3TPOICTBA KaTO MOATHCHATO HACTPOCHUE HITH 3a0aBsSHE B Pa3BUTHETO.

4.2 Jlo3upoBKa U HAYMH HA UPHJIOKEHHE

B HavanoTo Ha nedeHHeTO ce mpenoprusa AHeBHa ao3a oT 400 o 800 mg nepopainso. Jlosu rax 800 mg
JHEBHO HE BOJAAT JO TO-BUCOKa €(UKACHOCT H €A CBb3aHM C MO-YECTH EKCTPAMMpPAMHAHU CHMIITOMM,
Hama cneunduunm n3nckBaHus 3a THTpUpaHE Ha J03aTa B HAYANOTO HA NPUIIOKEHHE HA aMUCYIIPHI.
OnpenensHeTo Ha A03MPOBKUTE TPaOBa Aa Oble HHAUBHAYaTHO. [ToAABPXKAILOTO ieueHHe TpAOBa 1a ce
onpeaeny HHIUBUYANHO, KaTo Ce Mpujara MUHMMaJjHaTa e(eKTHBHA 1034,

HpH TNaUHUEHTH CbC CMECEHH MO3UTUBHH W HETaTUBHH CHUMIITOMH RO3HMPOBKHTE Tpﬂ6Ba Ja OonpenciAT ¢
Oorjea Ha MOCTUraHe Ha ONTUMAJICH KOHTPOJI HA MO3UTHBHUTE CUIIMIITOMH.

IMpu maumenTu ¢ npeobiasaBalyy HEraTUBHU CHMIITOMY CE MPEMOPbYBA MEPOPANHO JHEBHA 033 OT 50
mg g0 300 mg. OnpenensiHueTo Ha A03aTta TpsiOBa na ObJe HHAUBHIYAIHO.

Amucynnpun B po3upoBka 1o 300 mg Moxe fa ce mpuiara nepopaiHo U KaTo e€AHOKpaTHa JHEBHA 1034 .
ITo-Bucoku no3u TpsiOBa fa GbAaT pe3jieneHy Ha JBE OTAENHH JA03H.

TabnerkuTte amucyanpua Morar ja ce B3eMar He3aBUCMMO OT npuema na xpaHa. TabneTkurte TpaGsa na
CE B3EMAT LE/IH WK Ha HAIOBUHKH C JOCTATHYHO KOJIMYECTBO TEUHOCT.

[TauMeHTH B cTapuecka Bb3pacT: T
Amucynnpua Tpsbsa Ja ce mpusara ¢ 0COGHO BHUMAHUE MOPAAU Bb3MOKEH puéK OT xunoreusnx HITH
cemauus (BUKTe Touka 5.2 dapMakOKHHETHYHH CBOUCTBA). 7




Jena:
AMHCYIINPHJ HE ce MPENOopPbYBa Ja Ce U3NOJI3BA MpH Aeua noj 15 roavHu, ThH KaTo HAMA JOCTATbYHH
JIaHHH 3a 6€30MacHOCT MPH Ta3H IPymna NalHeHTH.

brOpeuHa HeOOCTATHUHOCT:

Amucyanpun ce otaens upes 6b0peunTe. [Ipy nanueHTH ¢ 6s0peyHa HEOCTATHYHOCT J03aTa TpsAbBa na
C€ HAManM HanoJOBMHA NPH CTOMHOCTH HA KPEaTHHWHOB KAWPBHC Mexay 30-60 ml/min n xo 1/3 mpu
CTOMHOCTH Ha KPEaTHHHHOB KJIMpbHC Mexay 10-30 ml/min. Ti kaTto HAMa AOCTATHLUYHO KIMHUYEH OTIMT
NpH U3MON3BaHE HA MPOAYKTA MPHU MALUEHTU ¢ 6bOpeUHa HEJOCTATEYHOCT B TeXKa GopMa (CTOHHOCTH Ha
KPEATUHHHOB KIMpPbHC <10 ml/min) neyeHne ¢ MPOAYKTa NPU T3 MALMEHTH HE Ce MPEnopbyuBa (BUIKTE
touka 4.3 [IpotuBonokasanus U Touka 5.2 ®apMakOKUHETUYHH CBOHCTBA).

UepHoapobHa HEOCTATHYHOCT:
He ce Hanara HamaisiBaHe Ha JO3MPOBKATa, Thif KaTO aMMCYJNpPHA ce MeTabonu3upa B HHCKA CTEMEH B
YepHuUs Apoo.

4.3 IlpoTHBomoOKa3aHusA

CBpBX4YBCTBHTEHOCT KBM aMUCYJIPUI WIH KbM HAKOE OT MIOMOIUHUTE BELUECTBRA.

[TauMeHTH ¢ NPONAKTHH-3aBUCMM TyMOp KaTo XMnoQH3apHH MPOJAKTHHOMH WM paKk Ha

MJICHHATA XKJ1e3a.

DeoXpOMOLUTOM

Jeua Ha Bp3pacT noz 15 ronuuu

Kbpmene

B kOMOHMHALHMS CbC CIEIHHTE JeKApCTBEHH MPOAYKTH, KOUTO MOrat Aa NpHYMHAT “torsades de

pointes™:

- Kuac la aHTHapUTMUYHY TIPORAYKTH KATO XMHUAKH, AU30MUPAMHU/L.

- Knac lII aHTHAapUTMHUYHHA NPOAYKTH KATO aMHOJAPOH, COTaNOIL

- JIpyrd JekapCTBeHH MPOAYKTH KaTo Gempuu, (M3anpy, Cy TONpPH, THOPHAA3KH,
METa/IOH, MHTPABEHO3HO NpHJaraH epUTPOMHLIMH, MHTPABEHO3HO MpUJiaraH BHHKaMMH,
xanogaHTpuH, IEHTaMUHH, cnap@aoKCaLKH.

e B xombunauus ¢ aesojona.
BB6peuna HeA0CTaThUYHOCT B TeXKa (opma (CTORHOCTH Ha KpeaTHHUHOB KIUpbHC <10 ml/min).

4.4 CroenuajHy NpeaynpeXIeHHs H NpeANa3HH MePKH pH ynorpeba

310Ka4YeCTBEH HEBPONENTHYECH CUHPOM:

KakTo M npH ApYTH HEBPOJISNTHUM IO BpeMe Ha JiedeHue MOXe na ce HabmofaBa pasBUTHE Ha
3]I0KaYeCTBEH HEBPOJIENTHYEH CHHIPOM, XapaKTepU3Hpalll CE ¢ XHNEPTEPMHsl, CKOBAHOCT HAa MYCKYJIHTE,
ABTOHOMHA HecTabUIIHOCT U NOBULIABAHE Ha CTOMHOCTUTE Ha kpeaTHH ¢ocdokuHaszata. [Ipu Hanu4ue Ha
XHIepTepMus, Oco0EHO B ClyyauTe Ha MPHEM Ha BHCOKH JHEBHM JO03M, ynoTpebara Ha BCHYKH
AHTMIICUXOTHYHM JIEKAPCTBEHH NPOAYKTH, BKIIOYMTENHO W aMHUCyImpuJ TpsabBa Ja ce NpeKpaT.
AmMucynnpun ce oTaens ypes 6u0peuuTe.

Ipu nanueHTH ¢ GbOpevHa HEZOCTATHYHOCT J03aTa TPAOBa Ja ce HaMaiH, KaKTo U BB3MOXHOCTTA 32
MHTEPMUTETHO JieueHue TpsibBa Aa ce MMa npeaBua (Bwxre pasnen 4.2 Jlo3MpoBKa W HAa4MH Ha
MPUJIOIKEHUE).

AMHCYIIIPHJ MOXe Ja TNOHMXM npara Ha repyosere. [laMeHTH ¢ aHAMHE3a 32 eNuJencus Tpsabea aa
ObaaT BHUMaTEHO HaGIO/JaBaHy N0 BPEME Ha JICYEHHE C aMUCYJITIPUIL.

Kakto W npu jeyeHue ¢ APYrd HEBPOJENTULM NpPH JIEYEHME Ha IAlMEHTH B CTap4ecka Bb3pacT C
aMUCYJINPH/ e Halara MOBHIIEHO BHUMAaHHE IOpaJH PHCK OT XMITOTEH3US WA ce;[agym Mche }:La ce
HAJTOXH CBHUIO M HaMansABaHE Ha J103aTa B ciiy4yail Ha 0b0peyHa HEL0CTaThYHOCT. g ™




BHHMaHHWE, MopaaW pPHCK OT BJIOIIAaBaHE Ha CHMIITOMUTE Ha NMapKHHCOHHU3Ma. HpnnaraHeTo Ha
AMI/IC}’J'[HpI/II[ € I0MYCTUMO CaMO KOrato He MOXE Jia ce u30erHe IEYEHHETO C HEBPOJICIITULIH.

Yavmxarane Ha QT wHTepBana

AMUCYNTIpUA IPUYMHABA A030-3aBUCHMO yabibkaBaHe Ha QT-unHTtepBana. To3u edekT yBeauuaBa pucka
OT CEPUO3HM KaMEPHH apuTMHH KaTo “torsades de pointes”. [Ipenu Bcska ymoTpeba U B 3aBHCHMOCT OT
K/IMHMYHMS CTATYC Ha NAaLMEHTa ce MpenopbhbuBa HM3CICABAHE C Orfe] OTKpUBaHE (DAKTOPHTE, KOHUTO
OnaronpusTCTBaT NOSABATA HA PUTBMHH HAPYLICHHS KATO:

bpanvkapaus mon 55 ynapa/muu

Enexrponurten aucbananc no-creanHo XUnoKakeMus

Bpogaeno yabmkaBane Ha QT-uHTEpBana

- IIpoBexjaHO B MOMEHTA JIeUeHHUEe C JICKApCTBEHU MPOAYKTH, KOUTO BOAST A0 M3sBeHa Opamukapius
(mox 55 ymapa/MuH), XUNOKAajJeMHUS, HaMajieHa CbpJCYHAa NPOBOAMMOCT WM yIbkaBane Ha QT.-
uHTepBana (BxTe Touka 4.5. B3aumMopelicTBue ¢ Apyru JekapCcTBEHHW TNPOAYKTH M ApYyrd (GopMH Ha
B3aUMOJEHCTBHE).

Hncynr
Ilpn npoBeleHN paHIOMHU3UPAHU KJIMHUYHU NPOYYBAHHS CHPSAMO Mialedo npy NauueHTd B HApeaHa a

BB3pACT C JEMEHLHS U JIEKyBaHH C aTUIIMYHH aHTUIICUXOTHYHH JIEKAPCTBEHU MPOAYKTH € HaOIIOAaBaHO
TPUKPATHO yBEIWYEHHE Ha pricka OT uepeOpoBacKylapHH WHUHMACHTH. MexaHM3MbT Ha YBEIMYCHHE HA
TO3H PHCK He € uzBecreH. [JoBWiuaBaHe Ha pHCKa NMpPU APYTH aHTHIICMXOTHYHH JIEKaPCTBEHH MPONYKTH
UIM NIPH ApYTH TPYNH NAHEeHTH He Moxe fa Ob/ie M3KIoYeH. AMUCYINpu] TpabBa fa Ob/ie U3MoN3BaH ¢
BHMMAaHHE NPH NaLMEHTH C U3BECTEH PHCK 38 HHCYNT.

BeHo3eH TpoMO0eMOOJIH3bM

Cnyuau Ha BeHO3eH TpoMOoeMOONU3EM ca CchOOLW@BaHH MOpPH TPUIOXKEHHE HA AHTUIICUXOTHYHU
JeKkapcTBeHU npoayktu. Tall kaTo mauueHTHTe NEeKyBaHH C aHTHIICUXOTULHM YECTO Ca MPEAPa3NONoXKEHH
KkbM puckoBd ¢akTopu 3a BTE, BCHUKM BB3MOXHH pHCkoBH Gakrtopun 3a BTE Tpsabsa na Obaar
YCTaHOBEHU MpeJy U IO BpeMe Ha JieueHue ¢ AMUCYJIJDKEH U Jla ce peArprueMar NOAXOAAIN MEPKH.

IlokauBaHe B 00illaTa CMBPTHOCT NPU NAMEHTH B CTapYecka Bb3PacT C AEMEHLUs

YcTaHOBEHO € yBeJMuaBaHe Ha CMBPTHOCTTA TIPH MAIJHEHTH B CTAPYECKA BB3PACT C JEMEHIIHS, IEKyBaHH
C AHTHNCUXOTHUM, CpaBHEHHE ¢ Mjauebo npu Mera-aHanu3u OT 17 KOHTpONHMpaHW KIMHUYHH
MPOYYBAHUS C ATHUNHYHU AHTUIICUXOTHLM, BbAPEKH Ye MPOYUYBAHUSA C aMUCYNNPHI HE Ca NMPOBEXKAAHH.
Habnropasenuar puck Ha cMbpTHOCT Geme 1,6-1,7 MbTH CIpsIMO PUCKBT HAa CMBPTHOCT IIPH Iranedo
rpynata. [lo Bpeme Ha enHo TUNMUYHO 10 CEAMUYHO KOHTPONWPAHO KIMHUYHO INPOYYBAHE CMBPTHOCTTA
TPH MALWEHTHTE JISKYBaHH C ATUNHYHH aHTHTICHXOTHIM Oemre okono 4,5 %, cpaBHenue ¢ 2,6% 1pH
mnane6o rpynara. [Ipu KIMHUYHUTE NPOYYBAHUS NPHYMHUTE 32 CMbPTHOCTTA Ofxa pa3NNyHM, HO Hal-
YecTUTe ca GUIT KapIMOBACKyJIapHU (Hanp. ChpAevHa HeIOCTaThUHOCT, BHE3AIIHA CMBPT) WY UHGEKINH
(Hanp. mHeBMOHMsI). MexaHW3MbT Ha YBelHYEHHe Ha TO3H PUCK HE € M3BECTEH M OT CHILECTBYBALIUTE
JJaHUW HE MOXKE Ja C€ M3KIIIOUYH Bb3MOXHOCTTA 3a BPb3Ka € [IpUeMa Ha aMUCYJINPU.

AMUCYJIJKEH HE € pa3pellieH 3a JieYeHHe Ha OBEAEHYECKY CMYLIEHHs CBbP3aHH C AeMEHIHs

Hpyro

IIpu mauueHTH NeKkyBaHHW ¢ HAKOH ATUNMYHH ANTHNCHXOTUYHH JIEKAPCTBEHH MPOAYKTH, BKIFOYUTENHO U
aMHCYNNpPUA € yCcTaHoBeHa xuneprimkemus. [lopagu Tasu mpuunHa TpsiOBa na ObAe MpocieAsiBaHa
KOHLIEHTpALMATA Ha TJIOKO3a MPU Ha3HAaYaBaHE HA JISUEHHE C aMUCYJNpPHW] Ha MALMEHTH C YCTAHOBEHA
JuarHosa aa auaber Uiy ¢ puck 3a auader.

EAHOBpeMeHHO NPHUJIOKCHUE HA APYTHA alITUNICHXOTHYHH APOLYKTH TpﬂﬁBa Ja ce I/I365{FBa
e s T

OcTpu CUMNTOMHU Ha OTHEMaHE KaTo rajieHe, NoBpbLIaHe U Ge3CHHHE ca Chob Q\gkigmcd Cligh BHE3aMHO
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CTIMPAHE Ha NPHEMa Ha BHCOKH /1031 aHTHIICHXOTHYHH NPOAYKTH. Peunus #a HOAXOTH HNTE CUMATOMHU
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CbLIO MOXE na ce Ha6mo;1a3a, ChOOLUEHH ca U HEOYaKBaHU HCKOHTpOJIMPpaHU MOTOPHH OTKJIOHECHUS (KaTO
AKaTU3Mus, JUCTOHUS U IIHCKI/IHCBPIH). HCOGXO,Z[I/IMO € IIOCTECIIEHHO HaMaJIABaHE Ha Jl03ara IIpy CIHpaHe Ha
JICHCHHETO.

Jlakrosa
[Naupentu ¢ ranakrosemus, Jlan-nakrasua HEAOCTATBYHOCT MM TNTIOKO30-TajlakTO3Ha MasiabcopOuus He
TpsAOBa A2 npuemar To3u JIEKapCTBEH NMPOAYKT.

4.5 Bsanmopeiicreue ¢ aApyru gexapcreenn NPOAYKTH U APYrH GOopMM HA B3aHMOaeicTBHe

Hporuponokasanu koMGuHaLKH

JlekapcTBenn npoaykTH, KoMTO MoOrar ma npuuuHAT torsades de pointes (BmwxTe Touka 4.3
I[TpotuBOnOKa3anmus):

Jlesonona: peuunpoyen aHTArOHM3BEM Ha e(eKTHTE MEXY IEBOAONA U HEBPOJIENTHLIH.

Henpenopbyurenun komGunauun
JlexapcTBeny MpoRyKTH, KOMTO yBenHyaBar pucka ot torsades de pointes uiH MOraT fa yABIDKAT
QT-uHTepBana:

- JlexapcTBeHM mpoRyKTH NPHYHHSBALIM Opanuxapaus, kato Hamp. GpamiKapans-uH Iy LIAPALLH
ONOKepH Ha KanuueBHTE KaHAIH (aunTuazem, Bepamamwun), OeTa-OnokepH, KIOHHIUH,
ryaHdauuH, IUrUTANHUC.

- JlexapcTBeHn NpoayKTH NpeAN3BUKBALLM XUTIOKATEMUS: XHTOKAIEMUIHE JUYPETHIIH,

JlakCaTHBH, MHTPABEHO3HO NpUaral aMpOTEpULHH B, IIIOKOKOPTHKOHIH, TeTPAKO3aKTHIH.
Xunokanemusra Tpsi68a 1a GbJie KOPUrHpaHa.
- Hesponentnuu xaro tnopuaasun, xiopnpomasus, TPU(IYNepasuH, MUMO3KL, XaIONepUAOT,
HMHIIPaMUHOBH aHTUACTIPECAHTH, TUTHI,
AMHCYITPHU/L MOXE Ha OTEHLMPA ebEeKTUTE Ha ANKOXOJA.

KombuHauyu, xouto TpaOBa fa ce B3eMAT 0/ BHUMAHUE:

- Jlekapcteenu nponykru noaruckaum L{HC, BKmounTe HO HApKOTHLY, aHECTETHLIH,
aHanretuun, H-1 aHTuXHCTaMUHK CBhC cemaTUBHO AelcTeue, Gapbutyparw,
GEH30/1Ma3eNNHN U APYTY AHKCHOMUTHLH, KJIOHUINH I NPU3BOJTHH.
IIpn koMHauuMs ¢ Apyru aHTHICHXOTHLM He MOXe Ja ce H3KITHoUM NOTEHUUpaHe Ha edeKTHTe
Ha noaruckane Ha LIHC (cepanmsi, cOMHONIEHTHOCT, MOBNUABAHE Ha peakuuure).

- AHTUXHNIEPTEH3UBHHU M APYTH XHIIOTEH3UBHU JICKApPCTBEHH NPOAYKTH.

- AMHCYINPUJT MOXE 11a MPOTHBOAEHCTBA Ha eheKTUTe Ha TOIAMHHOBHTE arOHUCTH Harp.
GPOMOKPHNTHH, POMUHUPOL.

4.6 BpemeHHOCT M KbpMeHe

Bpemennocr

EkcriepuMenTany npoyusaHus npH KMBOTHH Ha aMHCYNIpUI HE MoKasaxa Npsika PernpoiyKTHBHA
TOKCMYHOCT. YCTaHOBEHO € IOHMKaBaHe Ha (epTHIHOCTTA CBBP3aHO C (hapMakKoIOTHUHUs eheKT Ha
rponykTa (mponakTvH meaupat edekr). He e ycranosen TEPATOreHeH e(eKT.

Knnuuunnre nawuu npu ynorpeGa wa IpOAyKTa Npe3 BpeMe Ha OPEMEHHOCT ca MHOTO OrpaHUYEHH.
ITopanu ToBa GesonacHocTTa Ha aMHUCYIINPUA Npe3 BpeMe Ha OPEeMEHHOCT He e I0Ka3aHa. Vnorpe6ara na
NIPOAYyKTa Mpe3 BpeMe Ha OpEeMEHHOCT He Ce NpenopbyuBa, OCBEH B Clly4Jad, 4e ouyaKBaHaTa IOJ3a
OTipaB/iaBa Bb3MOXHUSA puck. B ciyyait, ue amucyimpua ce ynorpeGssa npes BpeMe Ha OPEMEHHOCT NpH
HOBOPOZICHOTO MOXE Na Ce MPOSBAT HEXENaHHTE JIEKAPCTBEHH PeakLid Ha MPOAYKTA, KOETO Hajara
CHOTBETHO HaOJIOJCHHE. b

Kbpmene



Hsama nanuu 3a otnensue na amucynpui B kbpmara. KepmeHneto no Bpeme Ha ynotpe6a Ha HpPOAYKTA €
POTOBOIMOKA3AaHO.

4.7 Edexrn BLpXy criocobnocTTa 32 wogHupane u paéoTa ¢ MALIHHE
AMHCYINDHA OPH U MPENOPbUUTETHHUTE AO3M MOKE Ja NPUYHHH CBHIIMBOCT U Ja IOBJIHSE BBPXY
CocoOHOCTTa 32 WIOGHpaHe M paboTa ¢ MALIMHU (Bmxre Touka 4.8. Hexxenauu JIEKapCTBEHH pPeaKuun).

4.8 Hexenanu nexapcTBenn peakuun

HesxenanuTe nekapcreenn peaxuumu ca MOAPEAEHH CBIIIACHO ClIeHATa KIacu(DUKALMS HA 9eCTOTA:
Mmoro yectu (>1/10); yecuu (=1/100, <1/10); HeuecTn (21/1000, <1/100); peaxu (=1/10000, <1/1000);
MHOTo pefiku (<1/10000); HensBecTHa yecToTa (He MOKeE 12 Obe ONpeJeNICHA 10 HATMYHHUTE JaHHH).
BbB BesAka oT knacudukauuuTe HexenaHuTe JICKApCTBEHH pEaKUWH Ca MNPEJCTABEHH B HaMaJIsBall
CEPHO3HOCTA UM pel.

Kinauynn jannn

CrenHuTe Hexenanu JekapcrBeHH peakuuu ca HabIIONABaHH M[PH KOHTPONHPAHH KIMHHYHU
npoy4sanus. TpsGsa na Gbie oTGens3aHo, ue Npyu HAKOM OT ciy4yauwte Oeure TpyaHO Aa Objar
Pa3TpaHMuCHN HEXENAHUTE NIEKAPCTBEHH PEaKUUK OT CUMITOMUTE HA 3a60MISBAHETO.

[osnugsane Ha nabopatopuu pezynTati:

Yecmu: TloBHiLaBAaHE HA TEJNIECHOTO TErIO.

Hevecmu: Tosuasane cTofHOCTUTE Ha YEPHOAPOGHHUTE EH3HUMH, IIABHO TPAHCAMUHA3MTE.

ChpAeYHO-ChIOBH HAPYILEHHUS:
Yecmu: Xunoreusus
Heuecmu: Bpapvkapaus

Hapywenus na [THC:

Mhnozo wecmu: Morat na ce wabmogasar CKCTpanupamuaHn cuMNToMH: TpemMop, MoBHILEH MycKyneH
TOHYC, XUMOKUHE3KA, XUNIEPCANHBALKS, AKATH3US, AUCKMHE3HS. Te3n CHMIITOMHU ca OGHKHOBEHO JTEKH no
TEXKECT NIpH ONTHUMANHH NI03MUPOBKM M Ca 4aCTU4HO obpatuMu Ge3 NPCKBCBAHE Ha JIEUEHHETO C
aMHUCYJIIpHA NPH TpHJIaraHe Ha AHTMNAPKHMHCOHOBH JEKAPCTBEHH nponykrH. Yecrorara Ha J1030-
3aBUCHMHUTE CKCTPANMPAMHUIHM CHMITOMM € MHOTO HMCKZ TIpH JIeYeHHE Ha TAUEHTH ¢ JebunnTHa
WH30(PEHNS ¢ KTHHUYHO epeKTHBHH JHBHH 103H (50-300 mg).

Yecmu:

- Ocrpa puctonus (cnactuyen TOPTHKOIIHC, OKYJIOTHPHA Kpu3a, TpudMmyc). Ts e o6paTuMa W He Hajara
NpEKbCBAHE HA JICYEHHETO C aMMCYNNPHA Clel NpUiaraHe Ha AHTUNIAPKHHCOHOBH  JIGKAPCTBEHH
POAYKTH.

- CoMHONETHOCT

Heuecmu:

- losBa Ha Tapauera nuckenesns XapaKTepu3upallia ce ¢ PUTMUYHH MEXaHUYHH JBHIKEHHMS Ha e3MKa
W/MIH JIALETO, OGUKHOBEHO Cief TIPOABIIKHUTENHO NEICHHE. AHTHIIADKHHCOHOBH JIEKAPCTBEHH TIPOAYKTH
HAMAT €YEKT ¥ MOraT Ja NPUYMHAT BIOIIABAHE HA CHMITOMUTE

- I'bpuose

CTOMaIHO-YPEBHHU HAPYILIEHUSL:
Hecmu: 3anek, rafeHe, noBpbLiaHe, CYXOCT B ycTata.

Hapymenus Ha CHAOKPHHHATa CHUCTEMA:

Yecmu: AMHCYANpHA BOAM 1O MOBHIUABAHE HA KOHUCHTPALMUTE HA MPOJNAKTHH B IIA3MaTa, KOETO
OGHKHOBEHO € OOpaTHMO cliel| NpeKbeBaHe Ha jeueHneto. Topa MOXE Na  JI0BEJe-#6: FAJaKTopes,

(Ha pechyskans u
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Hapyiuenus Ha MetaboJn3ma 1 XpaHeHeTo:
Hevecmu: Xunepriukemus (Bixre Touka 4.4 Crienantu npeaynpexaeHus i npeanazHi MEPKU IpH
ynotpeba).

Hapywenus Ha uMyHHara cuctema:
Hevecmu: AnepruyHu peakuuu

Ilcuxu4Hy HapyIIeHus:
Yecru: 6e3cpHHE, 6€3MOKONHCTBO, BH30Y/a, OpPra3MHH HAPYLIEHUS

ITocTMapKeTHHIrOBH JAHHH
C'bOﬁU.leHI/I Ca CJICAHHUTE Cliyvdal Ha HEXENAaHHU JIEKapCTBCHHU PEaKINHU (CHOHTaHHH I[OKJ'laIII/I)I

ChprevHHd HapyLIeHUs:

Heonpeoenena uecmoma: Y npixabate Ha QT-MHTepBaia ¥ BEHTPUKYJIapHA apHTMHS KaTo “torsades de
pointes”, BEHTPUKYyNapHA TaXWUKapAWs, KOATO MOXe Aa HOBEAE A0 BEHTPHKyJapHa (GHOpUNALMS MM
CbpJEYEH apecT, BHE3anHa CMBPT (BHXKTE To4ka 4.4 CnenuanHy npexynpexxaeHus U NpeanasHi MEpPKH
pu ynotpeba).

Cvoosu napywenus.

Heonpeodenena wvecmoma: Vima cboblieHus 3a ciydad Ha TPOMGOEMGONU3bM, BKIFOYHUHEIHO CyYad Ha
Genonpoben eMb0MM3bM U Cilydan Ha AbJIOOKA BEHO3HA TPOGO3a MPH NPUIOKEHHE HA AHTUNCHXOTUYHH
neKkapcTBa

Hapyuwienus Ha LTHC:
Heonpeoenena uyecmoma: 310KauecTBEH HEBPOJIENITHYEH CHHAPOM (BmkTe Touka 4.4 CreuuanHu
NpeAynpexAeHUs ¥ NpeANa3sHu MEPKH MPH yIoTpebda).

4.9 IIpenosupaue

OnuteT ¢ mpenosupane e orpannyed. ChoOiuaBa ce 3a 3acuiiBaHe Ha (hapMaKoJOrM4YHUTe edekTH Ha
NPOAYKTa KaTO CbHIIMBOCT U CeJalusl, KOMa, XUIIOTOHUS U eKCTpanupaMHUAHH CHMIITOMH.

B ciyyau Ha ocTpo oTpaBsiHe TpSOBa J1a ce UMa NpeJBUA BE3MOXKHOCTTA 3a NIPUEM Ha APYIH JIeKapCTBa.
Tbii KaTo aMHUCYNNpPHA Ce AMann3upa B HUCKA CTENEH XEMOAMAIHM3aTa HE € MOAXOAMALIA 38 HEFOBOTO
€JIMMHUHHUpaHe OT OpPraHu3Ma.

Amucynnpun HsaMa crneunduded aHtunor. Tpsabsa ma ce npeanpuemMar ChbOTBETHH MEPKH KaTO CTPOroO
HabroaBaHe Ha JKM3HEHHUTE (PYHKUNMH ¥ HEMPEeKbCHATO HabMofaBaHe Ha ChpleyHaTa AEHHOCT, Imopaau
pHcK OT yabipkaBaHe HAa QT-uHTepBana, 10 MBJIHOTO Bb3CTAHOBSBAHE Ha NMallUEHTA.

AKO BBL3HMKHAT TEXKKH EKCTPAaNHpaMUJHH CHMITOMH TpsOBa Ja ce NpHIOMKAT AHTHXOJUHEPTUYHU
JIEKAPCTBEHU NPOLYKTH.

5. ®APMAKOJIOTUYHA CBOMCTBA
5.1 dapmMakoXHHAMHYHH CBOHCTBA

DapMaKoJIoruyHa rpyna: aHTUICHXOTHK
ATC xon: NOSALOQS

AMHCYIITIDUA Ce CBBP3Ba CENEKTHBHO C YOBELIKHTE JOTIaMMHEpru4HH perentopu noarunose D2/D3 u
HsMa abHHHUTET 3a cBbp3BaHe ¢ noatunose D1, D4 u DS,

3a pa3fMKa OT KIACHYECKUTE M aTWNWYHK HEBPONENTHIM AMUCYJIPHA He MpUTeRABY j(bPIHPITCT KbM
CEepOTOHMHOBUTE, anda-aapeHepruuHute, xucramuHosute (H1) u xosusep
AMUCYJIIIPUA HE Ce CBBP3BA U CbC CUTMa PeleNTOpHTE, [
B excnepumeHTanHH H3CNeABaHUS NPH )KUBOTHU BbB BUCOKH JO3H aMUCYITIPH, 6}wKMpa ,lléi‘!aMHHOBHTe




OT KJaCH4YeCKHTE HEBPOJIENTHIH TOil He mpeausBrkBa Kartajencus. Crnen moBTopHaTa ynotpea He ce
pa3sBHBA CBPbXUyBCTBMTENHOCT KbM d2 [ONAaMHHOBH peuentopu. B Huck¥ 103u OioKupa MpefUMHO
npecudanTaynute D2/D3 peuentopu ¢ KoeTo ce OOsCHABA AeHCTBUETO MY BbPXY HEraTUBHUTE
CHMITTOMH.

Tosu aTunuued (GapMakonornueH npodua Ha aMHCYINPUA MOXeE ia OOSCHN HErOBHAT aHTUIICHXOTHYEH
edexT npy BHCOKH J03M 4pe3 GOKMpaHe Ha MOCTCHHANTHYHHTE [ONAMHUHOBH PEUENTOPH H edexra My
BLPXY HEraTMBHUTE CHMIITOMH TPH HHCKH JO3H, NPUYMHEH OT WHXUOWPAHETO Ha MPECHHANITHYHMTE
JOMAMHHOBH penenTopH. Crneuuduunusat My abuHUTET KbM TMMOHUHATA cUCTEMA MOXE OH € IpUYHHA
3a CHIKABaHE Ha C/IyYauTe Ha HeXKeJlaHW eKCTpanupaMiIHA CHMNTOMH.

KiMHWYHATE H3MATBAHHMS MPOBENEHH C MAlMEHTH ¢ H30(peHHs ¢ ofocTpsHe Ha octparta (asa Ha
3a60JIsIBAHETO TIOKa3axa, Y€ aMHCYJNPHJ 3HAYUTENHO OOJeKYaBa BTOPUYHMTE HEraTHBHM CHIMITOMM
KakTo U ad)eKTHBHUTE CHMIITOMH H 3a0aBsHE HA peakUuTe.

5.2 (@apMaKOKHHETHYHH CBOHCTBA

Ipu x0pa aMUCYJNPHI ROCTUTa 1Ba aGCOPOLMOHHH MaKCHMyMa: eMHUSAT Ce NOCTHra Gbp30, eluH dac
clel pueMa, a BTopus MexJy 3 U 4-s uac cnen npuema. Cren npuem Ha go3a oT 50 mg ce nocTurat
CHOTBETHO KOHUEHTPALUWH B MiasMara ot 39 + 3 ng/ml u 54 + 4 ng/ml. ObembT Ha pasnpesenenue e 5,8
I/kg, cnabo ce cBbp3Ba ¢ nNnasmeHuTe 6enThiy (16 %) 1 HE MpeaNoONara JEKApCTBEHH B3aUMO/CHCTBHS.
A6comoTHata GHoHaNMYHOCT e 48 %. Amucynnpup ce Merabonusupa cnabo: YCTAHOBEHH ca 1Ba
HEaKTHBHH MeTabOoNHTA, KOMTO INpeACTaBisBaT okoino 4 % or mpuerata no3a. AMUCYINPHA HE Ce
HaTpynBa M (apMaKOKMHETHKATa My OCTaBa HEMPOMEHEHa CJE] NMOBTOPHO mpuiaraHe. Bpemero Ha
TONYXMBOT HA AMUCYINPHUI € OKOJIO 12 4aca Cliel NepopaNiHO npuiarase. AMHUCYINpPHA Ce OTAeNs B
ypuHaTta HernpomereH. [leTaeceT MpouUeHTa OT A03aTa NPHJIOXKEHA BEHO3HO CE OTAE/IA B ypUHATA, KaTo 90
% ce oThens mpe3 NbpBuTe 24 yaca. BOpeuHnsT KIMPBHC € B rpanuuure Ha 20 1/h i 330 ml/min.
puem Ha XpaHa, 6Gorara Ha BbIIaxuApaTH (Chabpkaiia 68 % Te4HOCTH) 3HAYUTEHO HAMANIBa AUCs,
Tmax 1 Cmax Ha aMuCYNNpHA, HO NPUEM Ha XpaHa 60raTa Ha Ma3HUHHM HE [POMEHS CTOMHOCTHTE Ha
TEe3W MoKaszaTenu. 3HAYEHHETO HA TE3W Pe3yJITaTH MO BpEME Ha JICUEHHE HE € H3ACHCHO.

YepHonpoOHa HenocTaTbuHOCT: Thil KaTo MpomykTa ce MeTaboiu3upa B HHCKa CTENEH HE Ce Hajuara
HamassiBaHe Ha J03aTa MpU MalueHTH ¢ YepHOAPOOHA HEIOCTATHYHOCT.

Bu6peuna HegoctarbunocT: [1pu nauueHTH ¢ 6b6peuHa HeOCTATEYHOCT BPEMETO Ha MOJYXKHBOT HE ce
pPOMEHs, HO CHCTEMHHS KIMPBHC ce nonwxkasa 2,5 1o 3 mptd. AUC Ha aMUCYNNPUA NpH NAUHEHTH €
6BOpeuHa HeOCTaTbYHOCT B Jieka (opMa ce yBenuuasa 2 MbTH, a NPH yMepeHa tdopma Ha 6bOpeqHa
HenocTaTbuHoCT moutd 10 mbTH (BHxkTe Touka 4.2 J[03WpoBKa U HAUMH Ha MPUNOKEHHE). KIHHUIHUAT
ONUT B TOBA OTHOLUEHHE € OrPaHMY€eH M HAMa JaHHH C 03U NO-BHCOKH OT 50 mg.

AMUCYNNPHI ce AUaNH3Uupa B MHOTO HHCKA CTETICH.

OrpaHHyeHH (apMakOKMHETHYHH JAaHHY NPY MALMEHTH B CTapyecka Bb3pacT (Han 65 rojiiHy) NMOKa3BaT
nosymenue ¢ 10-30 % B croliHoctute Ha Cmax, T, u AUC cres eIHOKpaTeH NMepopasieH NpHeM Ha 1032
ot 50 mg. Hama nanuu criel NnoBTOPEH NPHEM.

5.3 HpeaknuHuyHA JaHHHA 32 §€300aCHOCT

Ilpernen Ha JaHHMTE MOKa3Ba, Y€ aMHUCYJINPUI HE MOKa3Ba oOlI, OpraHHO-CrelH(HYeH, TepaTOreHeH,
MyTareHeH M KaHleporeHed puck. [IpoMeHnTe HabioiaBatid NPU EKCICPUMEHTAJIHM NIPOYYBAaHUS BBPXY
IUTbXOBE M KyueTa B JI03H MO-HHCKHM OT MakCHMAJHaTa [TOHOCHMA J03a Ce IbJIKAT Ha (hapMaKoIOrHYHHTE
CBOWCTBA WJM Ca TOKCHKOJOTHYHO HE3HAUMMH NpU Te3u ycnosus. CpaBHeHHe ¢  MakCuMalHaTa
NpenopbYUTENHA [103a PH YOBEK, MAKCHMAJHO TOJEPAHTHUTE AO3W ca 2 U 7 MO-BUCOKM NpPH TUIBXOBE
(200 mg/kg nHeBHO) M npu kydera (120 mg/kg AHEBHO), KOETO ChOTBETCTBa Ha 1,5-4,5 MO-BUCOKH
croiinoctn Ha AUC npu mbXOBe OTKOJIKOTO MpH YOBEK. EKCiepUMEHTANHN PETIPONYKHBHY H3CACABAHNUS
BbPXY MHIUKH, MJLXOBE U 3aiilld He II0Ka3aXa TEPaTOreHeH MoTeHLHall. 27 R

Wb

6. OAPMANEBTUYHHN JAHHHA



6.1 CHnucbk Ha IOMOLIHUTE BelleCTBA

Covpyesuna

JlakTo3a MOHOXHIpAT.
Metunuenynosa.

Harpues HuwecTeH raukonar (Tum A).
MukpokpucTanHa Henysosa.
MarHesues cTeapar.

Dunmupauio noxkpumue

OcHoBeH OyTHI METAKPHIIAT CHIIOJINMED.
Turtan guokcu,

Tank.

Marnesues creapar.

Makxkporon 6000.

6.2 HecbBMecTHMOCTH
He ca usBectHu
6.3 Cpox Ha rOgHOCT

36 Meceua.
6.4 CroenuajHH yCJOBHS HA ChXpaHeHHe

To3u nexapcTBeH NPOAYKT He U3MCKBA CIIEUAHN YCJIOBUS Ha ChXpaHEHHe,

6.5 JlanHn 3a onakoBKATA

bmucrep or PVC/AL B xapToHeHa onakoeka cbabpxkama 30, 60 u 100 punmupanu tabiaeTku.
He Bcuuky BUIOBE OnakoBky Morart Aa 6bJar nycHatu B npojaaxoda

6.6 Crnenua/jiHi NpexNa3sHu MEPKH NPH U3XBbPJsiHE U padoTa

Hsma cneuuaiHi W3UCKBaHHSL.

7. IPAUTEXATEJ HA PASPEIIIEHUETO 3A YIIOTPEBA

Generics [UK] Ltd.
Station Close, Potters Bar, Hertfordshire, EN6 1TL
BenukobpuTtanus

8. HOMEP HA PABPEHIEHHMETO 3A YIIOTPEBA
20090381

9. JATA HA IIbPBO PA3PEIIABAHE/MIOJHOBSIBAHE HA PA3PEIIEHUETO 3A
YIIOTPEBA

24.08.2009
10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
Onu 2010




