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2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Bcaka tabnerka Amucynmxer 50 mg cpappka 50 mg amucynnpun (amisulpride).
Beska rabnerka Amucyamker 100 mg ceaspxa 100 mg amucynnpun (amisulpride).
Beaka Tabnerka Amucynmker 200 mg chabpxa 200 mg amucysnnpua (amisulpride).

[1oMOLIHO BELUECTBO:

Besika tabnmerka ot 50 mg ¢cbhapprka 25 mg nakro3a MOHOXUAPAT
Beska tabnetka ot 100 mg cpabpxka S0 mg naxro3a MOHOXHAPAT
Bcaka tabnerka ot 200 mg cpaspka 100 mg nakto3a MOHOXMAPAT

3a NLAHMA CIMCHK HA TIOMOIIHMTE BE1ECTBA, BWKTE pasaei 6. 1.
3. JIEKAPCTBEHA ®OPMA

Tabnerkw.
Amucynmpken S0 mg: 6end o nourd 6enu Kpbrad, ABOHHO U3MBKHAIM TaDNETKH ¢ AMAMETBLP 6 mm, ¢

nenuTenHa IMHKA OT €AHaTa CTpaHa.
Amucynmker 100 mg: 6enm g0 noutu Oeny KpbLK, D10CKU TabNEeTKH, ¢ AHAMETHP 8 mitl, ¢ AC/IUTENHA

JUMHHSA OT €/IHaTa CTPaHa.
Amucynmken 200 mg: 6enmu 1o nouty 6eny KpBIiH, NNOCKK Ta0MeTKH, ¢ AHaMeTsp | 1 mm, ¢ nenurenta

JIMHHUA OT €HaTa CTpaHa.
TabneTkure Morat Aa c¢ OeJiIT Ha ABE paBHU YaCTH.

4. KJJMHUYHHA JAHHU

4.1 TepaneBTHYHM NOKAIAHHA

AMHUCYJITIPH] € 10Ka3aH 3a JIEYEHHE HA OCTPH U XPOHUYHH LIH30(PEHHM Pa3TPOHCTBA
¢ [IlposBa Ha NO3UTHBHH CHUMITOMU C HATYAHOCTH, XaMOLHHALMWM, MHCIOBHH pa3sCTPOHMCTBA,
BPaXKAEOHOCT U MHHUTEJIHO MTOBEACHHE
e JlposBa Ha NbPBUYHH HEraTHBHU CHMIITOMH (A€PHLUTEH CHMHAPOM) C MPHUTHLIICHH EMOLMH,

€MOLIMOHATHO ¥ COLIMAIHO OTAPBITBAHE,
AMUCYJIIPH]L MOBJIUABE CHLIO BTOPUYHUTE HETATUBHU CUMOTOMHM TMPHYMHEHH OT CHCTOSHHETO, a ChLUO
Taka U EMOLIMOHAJIHUTE pa3TpOMCTBa KATO MOATUCHATO HACTPOSHHUE WIIU 3abaBiHe B Pa3BUTHETO,

4.2 To3npoBKAa M HAMHH HA NPHJIOKEHHE

B Haya10TO Ha JIEYEHHUETO ce npenopbusa AHeBHa ao3a ot 400 no 800 mg nepopanno. do3n Haa 800 mg
NHEBHO HE BOJAT A0 MMO-BHCOKA €(PUKACHOCT U Ca CBB3AHM C MMO-YECTH EKCTPANHpaMHHH CHUMITTOMM.
Hama cneunduyHr M3WCKBAHMUA 32 TUTPUPAHE Ha A03aTa B HAa4aJIOTO HA MPUIOXKEHHE HAa aMMCYIIPUA.
Onpe/IeNIHETO Ha J03MPOBKUTE TpAGBa na Gbvae uHaMBuayanuo. [Tonappxamoro neveHue Tpsadbea Aa ce
onpeneau UHAVBHAYATHO, KaTO Ce MpuUiara MMHUMalHaTa e(pEKTHBHA 1034,

[Tpy nanMeHTH ChC CMECEHH MO3ZMTUBHM W HETAaTHBHH CHMNTOMM JIO3WPOBKUTE TPAOBA Aa OMPEAEHAT C
Orfea Ha MOCTUraHe Ha ONTUMANIEH KOHTPOI Ha MO3UTHUBHUTE CHITMITOMH.
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mg 10 300 mg. Onpenensnuero Ha fo3ata TpsaGBa Ja 66/€ HHAMBUAYATHO.
AMHUcynnpua s go3uposka go 300 mg Moxe fa ce mpuiara MEPOPAIHO U KaTO €AHOKPATHA AHEBHA 1034 .
[lo-BHCOKM n03U TpAGBa Aa 6bAAT pe3zneneHy Ha ABe OTAE/HH NO3H, |

Tabnerkure amMuCyanpuUa MOTAT Aa ce B3eMaT HE3aBHCHMO OT pMeMa Ha Xpaa. Tabnerkure Tpsabsa aa
CE€ B3E€MAT LICJIH WIH Ha HAJIOBHHKH C JOCTATHYHO KOJTKYECTBO TEYHOCT.

IlanpeHTy B HanpeaHaNa Bb3pact:
AMUCYJITIPUA TPAOBa Na Ce MpHnara ¢ 0COGHO BHUMAHME NOPARH BbH3MOXKEH PUCK OT XUINOTEH3US WIu

cenauus (Brkre pasgen 5.2 GapMakOKMHETHUHU CBOKHCTBRA).

Heua:
AMMUCYJINIPHA HE CE TPENOpbYBa a Ce W3MOA3Ba MPU Aeua nog 15 rOXMHH, ThH KaTO HAMA JOCTATbYHM

JaHHM 3a 6€301aCHOCT NpH Ta3u rpyria NauHeHTH.

brbpeuHa HenOCTATHHHOCT:

AMHUCYANpUA ce otaens ype3 Ovbpeunte. [Ipy manuenty c OBOpeuHa HegoCTaTBUHOCT Jo3aTa TpAGRA Aa
CC HamajlM HanoONOBHHA MNP CTOHHOCTH Ha KPEATHMHHHOB KIHPBHC Mexay 30-60 ml/min u ao 1/3 npu
CTOHHOCTH Ha KpeaTHHWHOB KIHPBHC Mexay 10-30 ml/min. Toil kaTto HAMA AOCTATBYHO KIMHMYEH OMMT
[P U3NOJI3IBAHE Ha NPOAYKTA MPH NAMEHTH ¢ OBOpeYHa HEOCTATLYHOCT B TexkKa GopMa (CTOMHOCTH Ha
KpeaTHHMHOB KIHPpBHC <10 ml/min) neyeHue ¢ Npoaykra npy Te3M NALMEHTH HE Ce npernopvysa (BHOKTE
pa3nen 4.3 [IpotuBonokasanus u panen 5.2 PapMakOKMHETHYHH CBOMCTBR).

HepHoapobHa HELOCTATHYHOCT:
He ce nanara HaMansBaHe Ha JO3MPOBKATa, Thil KATO aMUCYNNpHA ce MeTabonu3upa B HUCKA CTEMIEH B

uepHua Apobd.
4.3 IlpoTnBomoxasaHHs

* CBpPBXYYBCTBHUTEIHOCT KbM aMUCY/INPH/ HIH KbM HAKOE OT TOMOIIHUTE BELECTRa.

[lanuMeHTH ¢ MpOJIAKTHH-32BHCUM TYMOp KaTo XUO(H3APHH NPONAKTHHOMM HJIM paK Ha

MJIEYHATA JIe3a.

DeoXpOMOLIMTOM

HJelia Ha BB3pacT noa 15 ronuuu

KbpMmene

B xomOuHalus cbC CEIHUTE NEKAPCTBEHH MPOAYKTH, KOUTO MOTAT na NpUYUHAT “torsades de

pointes™:

- Knac la anTHapuTMuyH# NpoayKTH KaTO XMHUAMH, AH3OTTHPAMKUL,

- Knac [l aHTMapUTMHYHH NPOOYKTH KATO AMHOARPOH, COTANON.

- Jlpyru nekapcTBeHH MPOLyKTH KATo GEenpuaun, LM3anpua, CYJITONpPUA, THOPUIA3HH,
MCTAIOH, MHTPABCHO3HO NpHIaraH €PUTPOMHLIMH, HHTPABEHO3HO NPUAAraH BUHKAMMH,
XanogpaHTpUH, MEHTAMUAKH, criap(a0KCALHH.

¢ B komOuHanms ¢ nesogona.

* bw0OpeyHa HepocTaTbyHOCT B Texka GopMa (CTOHHOCTH Ha KPEaTUHHHOB KAMpBHC <10 ml/min).

b

4.4 CuoenuMaaHm NpeAynpexIeHds U NPEANAHA MEPKH NpH YHoTpeda

310KaYeCTREH HEBPOJENTHYEH CHHAPOM:

KaKTo M 0npu APYrd HEBpOJENTHLM M0 BPEME HA JEYEHHE MOXE Ja ce Hab/IonaBa PA3BUTHE Ha
3/10Ka4ECTBEH HEBPOJIENTHYCH CHHIPOM, XapaKTEPHU3UPALLL CE C XUIIEPTEPMHMS, CKOBAHOCT Ha MYCKYIJTHTE,
aBTOHOMHA HECTAOM/THOCT M MOBHILABAHE HA CTOMHOCTUTE HA KpeaTuH (hocdOKMHA3ATA. Ipu Hannuue Ha
XHIIEPTEPMHUA, OCODEHO B CHYYaWTE HA TPHEM HA BHMCOKM [OHEBHHM MO03M, YIIOT Ha BCHYKH
AHTHIICHXOTHYHH JIEKAPCTBEHH MNPOAYKTH, BKIIOHUTENHO W aMMCYINPHA TP aTH.
AMuCynnpu ce otaens uypes Oubpeuure. /7




[Ipy naumeHTH ¢ 6bp6peuHa HEAOCTATBUYHOCT Ho3aTa TPAGBA a4 CE HAMAIM, KAKTO W BbHb3MOXKHOCTTA 32
HHTEPMHTCTHO JieueHwe TpAOBa na ce uMa npeasun (Bwkre pasgen 4.2 Jlo3upoBka M HauuH Ha

IPUNIOKEHHE ).
AMHUCYAINpUI MOXe Aa AOHHXM npara Ha rbpuosere. [lailMeHTd ¢ aHaMHesa 3a enuaericus TpabBa aa

ObAaT BHUMaTEAHO HaGAIOAaBaHH MO BPEME Ha JISYEHHE C aMHUCYJINIPHA.

Kakto 1 npu neyenue ¢ APYrH HEBPONENTHUM IIPH JIEUEHHE HA MALMEHTH B HANpPEAHANA BB3PACT C
aMUCYJINMPUA C€ Hajlara NMOBHIUIEHO BHUMAHME MOPaAM PUCK OT XUNOTEeH3UWd WM cemauud. Moxe na ce
HAJIOXKH CBIIO K HAMAJIABAHE Ha 03aTa B clly4yaii Ha ObOpeyHa HeNOCTATBHUHOCT.

[lpn naumentn ¢ Gonecrra Ha IlapkMHCOH mMpuWiIaraHeTo Ha AMMCYJINPH CbUIO HAlara [OBHMILEHO
BHUMAHHE, MOpaa¥ PUCK OT BJIOLIABAHE HAa CHUMNTOMMTE Ha  MApKMHCOHM3Ma. IlpunaraHero Ha
AMHUCYNIIIPHA € OOIYCTHMO CaMO KOFaTo He MOXKE J1a ce M30erHe JICYEHHETO C HEBPOIENTHLM.

Y awiokasade Ha QT uHTEpBana

AMHCY/IIPHA NPUYMHABA NO30-3aBMCUMO yAbmxkapaHe Ha QT-unrepBana. To3u edekT yBenuyaBa pucka
OT CEpHO3HH KaMepHU apHTMHHU KaTo “torsades de pointes”. [Ipeau Bcsika ynotpe6a u B 3aBUCMMOCT OT
KJIMHHYHUA CTaTyC Ha MaIUEHTa C€ MpernopbyBa H3C/IEABaHE C OINiell OTKPHBAHE (BaKTOPHUTE, KOWTO
OaronpuaTCTBAT MOABATA HA PUTBMHH HAPYIIEHHS KATO:

- bpanuxapaus non 55 ynapa/MHH

- EnextponuteH aucbanaHc mo-CrieliHanHO XHUIIOKAJIEMHUS

- BponeHo yasmxkapane Ha QT-uHTepBana

- I1poBexpaHo B MOMEHTa Jie4eHHe C JIEKADPCTBEHH NPOAYKTH, KOHTO BOAAT 10 M3sBeHa OpajuKapaus
(nod 55 yhapa/MuH), XMIOKANEMHs, HaMmMaleHa CBpAeYHa OPOBOAUMOCT MNW YIb/DKaBaHe Ha QT,-
HHTepBana (BIKTe pasnen 4.5. B3auMOAEHCTBHE C ApYrH JeKapcTBEHW TNPOAYKTH M APYrH (GOPMH Ha
B3AUMOJCHCTBHE).

HUucynt
IIpu npoBepeHM pPaHAOMU3IHMPAHH KITHHHYHH IIPOYYBAHHA CNIPAMO ILtauedo NpH MalMeHTH B HanpeaHana

BB3pACT C ACMEHLHA M JIEKyBaHH ¢ ATHNAYHH aHTUIICHXOTHYHH JIEKAPCTBEHH MPOINYKTH € HabII0RaBaHO
TPUKPATHO YBEJIMUCHUE Ha PUCKA OT UepeOpoBacKynapHK WHLUMAEGHTH. MeXaHW3MbT Ha yBENHUEHHE Ha
TO3M PUCK He € u3BecTeH. [loBHinapane Ha puUCka npu ApYrd aHTUIICHMXOTHYHH JIEKAPCTBEHHM MPORYKTH
WUIH [IPY APYTH IPYNH NaLMeHTH HE MOXeE Ja Obae u3Kkouer. AMHCYINpua TpaOea na 6bae U3N0I3BaH ¢
BHMMAaHHE TMPH MalHUEHTH C U3BECTEH PHCK 3a HHCYT,

EQYFD

[lpu naiueHTH JIEKYBaHH ¢ HAKOH aTHIIMYHH ANTHIICUXOTHYHH JIEKAPCTBEHH NPOAYKTH, BIJTIOUMTENHO H
aMUCY/IMpUA € yCTaHOBeHa xunepriukemus. [lopagm Ttasu npuuuna Tpabea aa 6bae npocnenssana
KOHLICHTpaLlWATa Ha IJIIOKO3a IPH HA3HAYaBaHE HA JIEYEHME C AMHCYJINPU] Ha MAlMEHTH ¢ YCTAHOBEHA
JIMarHo3a fa quaber WiH ¢ pUCK 3a auader.

EnHOBpEMEHHO MPUAGKEHHE HA APYTH aNTUNCUXOTUYHM NPORYKTH TpAOBa Aa ce u3barea.

Octpu CHMATOMH Ha OTHEMAHE KaTO rajieHe, HOBpbLIaHe ¥ 5e3¢hbHHUE ca ChoGLIEHH PAAKO Clel BHE3AIIHO
CIMpaHe Ha MpUeMa Ha BHCOKH [03H aHTHIICHXOTHYHM MPOAYKTH, PEUHAUB HA NCHUXOTHHHHTE CUMIITOMHU
CBINO MOXE fa ce HabnoaaBa, ChOOIIEHH Ca U HEOYAKBAHH HEKOHTPONIHPAHH MOTOPHHM OTIVIOHEHHS (KaTo
aKaTH3MA, IUCTOHUA H AUCKHHE3HsA). HeoOxoaHMo € nocteneHHO HaMansABaHe Ha J03aTa MPH CIIUPAHE Ha

JICHCHHUETO.

JlakTo3a
[laueHTH ¢ ramaxkrozemus, Jlan-nakrtazHa HeqOCTATBYHOCT WJIM FIIOKO30-TA1aKTO3HA manabcopbums He

TpsAOBa Ja MPUEMAT TO3HU JIEKAPCTBEH ITPOAYKT.

4.5 BsanmopgelicTBHE ¢ APYTH JIeKapCTBEHH NPOAYKTH M Xpyru JOPMM HA B3aH

lIpoTuBONIOKa3aHK KOMOHHALIAH



JlekapCTBEHH NPOXYKTHM, KOHTO MOraT Aa npuuuHaT torsades de pointes (ByxTe pasgen 4.3
ITpoTuBooxaszaHua):
JleBoaona: peLMNPOYEH AaHTAarOHUIbM Ha ePeKTHTE MeXAY ACBOAONA U HEBPOJIEIITHULIH.

HenpenopbuMTeIHH KOMOMHAIIMH

JlekapcTBEHH NMPOLYKTH, KOUTO yBEAUMYAaBaT pUcka ot torsades de pointes unu Morar aa VABJKAT
QT-unTepBana:

- JlexapcTBeHH NPOAYKTH NPHYMHABALIM OpaluKapaus, KaTo Hanp. GpaguKapausa-UHIyLIHpaLL |
Onokepd Ha KalUWEBUTE KaHamu (OWiTHa3eMm, BepanaMun), Oera-010KepH, KIOHUOMH,
ryaspaiyH, ZUruTanuc.

- JlekapcTBeHH MPOOYKTH MPENUIBUKBAILH XHUITOKATEMHUSA: XUMOKAJIEMHYHH JHYPETHLM,

IAKCATHBY, MHTPABEHO3HO Npuiarad aMGorepuund B, NTIOKOKOPTHKOUAH, TETPAKO3aKTHIH.
XvnokanemusaTa Tpadea na 6b/1¢ KOpUryupaHa.
- HesponenTHuy karo THOpMAA3MH, XNOPIIPOMa3uH, TpUIIyepa3uH, MUMO3KM/, XaJIOMNEPHION,
HMHIIPaMHHOBH aHTUICIIPECAHTH, JTUTHH.
AMHCYINPHUI MOXKE HA NOTEHLIMPa €PEKTHTE Ha AJIKOX0/a.

KoMOuHaIMu, KouTo TpAOBa Aa ce B3eMaT NoJ BHHMaHUE:

- JlexapcTBeHu npoaykTu noaruckaiiy [THC, BirounTenHo HapKOTHIM, AaHECTETULH,
ananreTi, H-1 anruxuctaMuny cbe cenatuBHO aelictue, 6apOuTypaTy,
OeH30HA3ENMHY U JPYTrd AHKCHOMMTHUM, KIOHHAHH B NPU3BOIHM.
[Ipn KOMHALKA ¢ APYT'H AHTHIICHXOTHLM HE MOJKE [1a C€ U3KIIIOYH NOTEHIUPaHe Ha edeKTHTE
Ha noaTuckane Ha LIHC (cemalms, COMHONEHTHOCT, OBNMABAHE HA PEAKLIMHUTE).

~  AHTHXHIEPTEH3UBHHU ¥ IPYI'H XHUIIOTEH3IUBHH JIEKAPCTBEHH MPOLYKTH.

- AMUCYIIpBI MOXe a NPOTUBOJECHCTBA Ha e(heKTHTE Ha JOMIAMMHOBUTE arOHHCTH HAnp.
OPOMOKPUIITHH, pOITMHUAPOI.

4.6 bpemenHocT H KbpMeEHe

bpemennocT
ExcriepuMeHTaNHY NPOYYBAHMA NpPH >KUBOTHH Ha aMUCY/NPHA He MoKasaxa MpAKa penpoayKTHBHA

TOKCHYHOCT. YCTaHOBEHO € NOHKXKaBaHe Ha (ePTHIHOCTTAa CBBP3aHO C (hapMaKkoNOrHyHHa edeKT Ha
NnpoayKTa (NponakTvH meaupal edexr). He e yctaHoBeH TepaToreHeH edexr.

KnuHuvHHTEe JaHHM NMpU ynoTpeba Ha MpoAyKTa mnpe3 BpeMe Ha OPEeMEHHOCT ¢a MHOIO OrpaHHYEHH.
[lopanyn ToBa 0€30MacHOCTTA Ha aMHMCYJINpPU Npe3 Bpeme Ha OPEMEHHOCT He € [oKa3aHa. YnorpebaTa Ha
MPOAYKTA Npe3 BpeMe Ha OpPeMEHHOCT He ce MnpenopbyBa, OCBEH B Ciydall, ye oOvyakBaHaTa NoJ3a
ONpaBJaBa BL3MOXHHA pUCK. B ciyuaii, ye amucynnpu ce ynorpefssa npe3 speMe Ha OpeMeHHOCT Mpu
HOBOPOACHOTO MOXKE Ja ce MPOABAT HEXKEJIIAHUTE JISKAPCTBEHH PEaKLMH Ha MPOAYKTA, KOETO Hajlara
CBHOTBETHO HabJoaeHKE,

Krpmene \
Hsama naHHM 32 OTAENAHE HA aMHCYINpUA B KbpMmaTa. KbpMeHeTo no BpeMe Ha ynorpeba Ha NnpoayKTa €

HpOTOBOIIOKA3aHO.

4.7 EdexTn BLpXY cnoco6BocTTA 32 mModupane u padoTa ¢ MAIIHHH

AMUCYIIIPHA AOPHM M NPENOPBYHUTETHHTE NO3H MOXKE Oa MPUYMHHM CHHJIMBOCT U [a MOBIHSAE BBHPXY
crnocobHOCTTA 32 WodupaHe U pabora ¢ MaiuHU (BHxkTe pasnen 4.8, Heskenanu nekapcTBeHu peakiuu).

4.8 HexeaHH NeKAPCTBEHH peaKI(HH

Hesxenanure NekapCTBEHU peaklUMH ca NOAPEAEHH ChIVIACHO CliefHaTa K1acH(PHKALMS Ha YeCTOTa!
Muoro yectu (>1/10); yecnu (=1/100, <1/10); nevectu (>1/1000, <1/100); peaxu (2}1_1,90.0
mHoro peaky (<1/10000); neussectHa yecToTa (He MOXke 1a ObJie onpeaesieHa o H




BbB BCAKA OT KIACHM(UKALMHTE HEXENAHHTE JIeKapCTBEHH pPEeaKklMH Ca MpeAcTaBeHW B HamaldBall
CEepHO3HOCTA UM PEA.

Kiuenuynu JaHHH
CrnefHMTE HEXeJlaHH JICKAPCTBEHH peakuvu ca HabmogaBaHy MpU  KOHTPOJIHWpPaHU KJIMHWYHH

npoyusanus. Tpabea ma 6bae otOeng3aHo, Y€ NPH HAKOH OT CIAYHaHTC Gewle TpyaHo na ObAaT
pa3rpaHUYEHH HEXKEAHUTE JIEKAPCTBEHN PEAKLMH OT CHMITOMUTE Ha 3a00NABAHETO.

[Mopnuasade Ha 1abOpPaTOPHH PE3YITATH:
YUecmu: [loBulliaBaHe Ha TEJIECHOTO TErno.

Hevecmu: TIopHInaBaHe CTOMHOCTUTE Ha YEPHOAPOOHUTE €H3WMHU, IMTABHO TPAHCAMMHAIUTE,

ChbpeYHO-CHAOBH HAPYUICHUS:
Uecmu: XUNOTEH3UA

Heuecmu: bpapukapaus

Hapyuienus Ha ITHC:

Mnuozo wecmu: Morar ga ce HabII0aaBaT eKCTPaNdpaMUAHW CUMITOMHU: TpeMop, MOBHIIEH MYCKYJIEH
TOHYC, XUTOKHHE3Us, XHNIEPCATMBaLIMs, aKATH3NA, THCKHHE3HS. Tesu cummromy ca 0OUKHOBEHO JICKH MO
TexkecT TpH ONTHUMAaNHH MO3UPOBKM W Ca YaCTHYHO obpatuMu Oe3 MPEKBCBAHE HA JICUEHHETO C
aMMCy/IpH/l TpM MpWIaraHe Ha AHTUNAPKHHCOHOBM JEKapCTBEHM IPOINYKTH. YecTroTara Ha [030-
3aBUCHMHTE eKCTPAMHPaMUAHH CHMITOMH € MHOTO HMCKa [IpH JIEUC€HHE HA MAaUMCHTH C nedHIUTHA
w30 peHus ¢ KITHHHYHO €(QEKTHBHH THBHH N03H (50-300 mg).

Hecmu.

- OcTpa AMCTOHMA (CracTHYeH TOPTHKOJIMC, OKYJIOTHpHA KpH3a, TpH3Myc). T e obpaTiMa U He Hajara
PEKbCBAHE HA JICYEHWETO C AMHCYINpPHMA Cilell TpuiaraHe Ha AHTUNApKMHCOHOBM JICKAPCTBCHM
POAYKTH.

- COMHONETHOCT

Hevecmu.

- TlosiBa Ha TapAuMeBa JMCKEHE3Ws XapaKTEpU3Mpalla ce ¢ pHTMHYHM MEXaHU4HH ABMXCHHA Ha C3UKa
W/ WK TULETO, OGMKHOBEHO CJIEA MPOIBKUTENHO IeYeHHE, AHTHNIAPKHHCOHOBH JICKAPCTBEHH NPOAYKTH
HAMAT epeKT W MOTaT Aa OPHYHHAT BJIOLIABAHE HA CUMNITOMUTE

- I'bpuoBe |

CToMallIHO-YPEBHU HAPYIICHUA:
Yecmu: 3anek, rajede, NoBpbilaHe, CyXoCT B YCTaTa.

Hapyiienvs Ha eHIOKPUHHATa CHCTEMA.
Yecmu: AMMCYNNpUA BOAM 10 MOBMIIABAHE HA KOHUEHTPAUMMTE HA MpPONAKTHH B (1a3Mara, KOCTO

OBUKHOBEHO € OOpaTHMO Cjiel MpeKbeBaHe Ha jeveHnero. Tosa MOXe Na [NOBCAE A0 ranakTopes,
aMeHopes. MM MEHCTpYaJHH HapyLeHMs, TMHCKOMAcTHA, 60JIKK B MBPANTE, OprazMHa JAHCQYHKUMA M
ePEeKTIJIHO HapyllIeHHeE.

HapylueHus Ha MeTa0onKH3Ma 1 XpaHeHEeTO:
Heuecmu: Xuneprivkemus (BrokTe pasfen 4.4 Cnenuaniy npeaynpexieHns 1 Ipeanasiit Mepka ipH

yriotpeda).

HapyineHus Ha AMyHHAaTa CUCTEMA:
Hevecmu.: AneprviiHn peaKkuMu

TTcUxUMHH HAPYLICHHA:
Uecty: 6e3chuue, 6¢3n0K0HCTRO, Bb30YyAa, Opra3MHH HapyLICHHA

IlocTMapKeTHHIOBH AAHHH
ChoOLIEeHH ca CIEAHHTE CITyYaHl Ha HeXKe/laHM JIEKapCTBEHH peakiliu (CLIOHTAHHHU 10
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CbpAeYHO-CHAOBH HApYUIEHHS:

Heonpedenena wecmoma: Y pbmxasane Ha QT-uHTEpBaNa U BEHTPHUKYJapHa apuTMHUA KaTo “torsades de
pointes”, BEHTPHKYJIAapHA TaXHKAPAHA, KOATO MOXE A2 JOBEIE 10 BEHTpUKyJapHa ¢hubpurauvs unu
CbPAEHCH apecT, BHE3alHa CMBPT (BIOKTe pasgen 4.4 CrieudanHu npeaynpex/ieHus u npeana3Hu Mepxu

npH ynorpeba).

Hapymenus va I[HC:
Heonpeodenena wecmoma: 3n0KauecTBEH HEBPOJIETITHUEH CUHIpOM (BWXTe pasgen 4.4 CneumanHu

NPEAYNPEXACHH M NPEANa3sHy MEPKU TIpH yrnoTpesa).

4.9 IIpenosupane

OnuteT ¢ npeno3upane e orpanuyeH. ChobIaBa ce 3a 3acHIBaHe Ha hapmakonornyHuTe ehekTy Ha
MPOAYKTa KaTo CHhHAMBOCT U CElALHs, KOMA, XMNIOTORHUS U €KCTPAUPaMHAHN CHMITTOMM.

B cny4an Ha ocTpo oTpaBsHe Tpsa6Ba na ce MMa npeaBHa Bb3IMOXKHOCTTA 32 NMpHeM Ha APYry JIEKapCTBaA.
I'sit KaTO amuCyNMIpUA ce NHANH3Mpa B HUCKA CTEMEH XEMOMAHAIN3ATA HE € Nnoaxoasila 3a HEroBOTO
CIHMHHHUPAaHE OT OpraHy3Ma.

AMUCYJIIPHA HAMA cnieunpuueH aHtHaoT. Tpabdea ga ce npeaAnpuemMaT CbOTBETHH MEPKH KaTO CTPOro
HaOmofaBaHe Ha XM3HEHUTE QYHKIMH ¥ HENPEKbCHATO HAOMIONaBaHE Ha CbhpAeyHaTa AEHHOCT, NOpaaK
PHCK OT yab/pkaBaHe Ha QT-uHTepBana, 10 BHOTO Bb3CTaHOBABAHE HA NALIMEHTA.

AKO BB3HHKHAT TeXKH EKCTPalMpaMHAHH CHMITOMHU TpAOBa [a ce€ MPHIOKAT AHTUXOIMHEPIHYHH
JIEKAPCTBEHH NMPOIYKTH.

5. ®APMAKOJJOI'RKYHHU CBOUCTRBA

5.1 ®dapmaxoguHaMuUnHE cBOlicTBA

©apMaKkoIOrvyHa rpyna: aHTHIICHXOTHK
ATC xoa: NOSALOS

AMHCYANPHUA Ce CBBbP3BA CENEKTHBHO C YOBELUKUTE ACNaMHUHEPrHYHU peLenTopu noatunoee D2/D3 u
HAM2 aMHHUTET 32 CBbp3BaHe ¢ moaTunoee D1, D4 u DS,

3a pas/Mka OT KJIACHYECKHTE W aTHIIMYHM HEBPOJIENTHLIM AMHCYJIMPHU/ HE NpUTEXaBa adHHUTET KbM
CEPOTOHHHOBUTE, ayipa-agpeHepruuHuTe, XHUCTAMHHOBUTE (H1) m xonuuepruunure peuenTopH.
AMHCYIIIPUJL HE CE CBBP3BA H CHC CUrMa PELICITOPUTE.

B excrieprMeHTATHH M3CNIEIBAHMS T1PM KUBOTHH BB BUCOKH 103 aMHCcynnpua OJIOKMpa AOMaMUHOBUTE
PELIENTOPH JIOKATU3HPaHU MPEANMHO B MEe30JMMOMYHATA CHCTEMa OTKONKOTO B CTPHaTyMa. 3a paziukKa
OT KIIACHHYECKHTC HCBPOENTHUM TOH HE NPEAM3BHKBa kaTanericus. Crnea nosTopHaTa yrnoTpeGa He ce
pa3BHBa CBPBXYYBCTBMTENHOCT KbM d2 nonamuHOBM peuentopu. B Hucku no3u 0/10KMpa npeauMHO
npecuHantuuHure D2/D3 peuentopd ¢ koero ce obfACHAB2Z AEHCTBHETO MY BbDPXY HEraTuBHHTE
CUMIITOMH.

To3u atunuuen dapmakonorudeH npodun Ha AMUCYJIIIPHU]L MOXKE J1a ODACHM HEFOBUAT aHTUNCUXOTHUEH
e(eKT MpH BMCOKM JO3H 4pe3 GIIOKMpaHe Ha NOCTCHHANTHYHHTE NONAMMHOBYU PeLEnToOpy U edeKTa My
BbPXY HETaTUBHHTE CHMITOMH MPH HMCKH [O3M, NMPUYMHEH OT HHXMOMPAHETO HA MPECUHANTHYHHTE
A0NaMHHOBH pelenTopy. CrenHYHHAT My adMHUTET KbM JHMOHYHATA CUCTEMA MOXKE GU e [pUYKHA
34 CHIDKaBaHE Ha CITy4auTe Ha HEXKEIaHU eKCTPAIMPaMUAHH CUMITTOMH.

KAMHUYHHTE U3NHUTBAHHS NPOBENEHM C MALMEHTH C LH30odpeHHs ¢ obocTpaHe Ha ocTpata daza Ha
3a00JIBAHETO I10Ka3aXa, Ye aMMCYINpPHU 3HAYUTESHO OfNeKuaBa BTOPUYHHTE HETaTHBHU CHIIMIITOMMU
KaKTO ¥ a()EKTUBHUTE CHMIITOMH U 3a0aBsHE HA peakLuuTe.

5.2 @apmMaxkOKHHETHYHH CBOHCTBA
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CbOTBETHO KOHLIEHTPALHU B Iutasmata ot 39 + 3 ng/ml n 54 £ 4 ng/ml. ObembT Ha pasnpenenexue e 5,8
I’kg, cnabo ce cebp3Ba ¢ riazMenure Gentouu (16 %) u He npeanonara JekapcTBEHH B3aUMOAEHCTBUA.
AbcomoTtHara 6uonamuuHocT € 48 %. AMucynnpua ce merabonmzupa cnabo: yCTAHOBEHM ca ABa
HEaKTUBHM MeTabonura, KOUTO MpeacTaBasBaT okono 4 % or mpuerara A03a. AMUCYINPHA HeE ce
HaTpynBa ¥ ¢$apMaKOKMHETUKATA MY OCTABA HENPOMEHEeHa CJie] MOBTOPHO fpunaraHe. Bpemero Ha
[1I0JTY>KHUBOT Ha aMUCYJINPUA € OKOJI¢ 12 4yaca ciiel] nepopanHo IpwiaraHe. AMUCYANPUA C€ OTAE]A B
ypuHaTa HernpoMmeHeH. [leTaeceT npolieHTa OT J03aTa NPHIOKEHA BEHO3HO Ce OTAeAs B ypuHaTta, KaTo 90
% ce otaens npe3 mepBUTE 24 yaca. beOpeuynnaT knupbHC € B rpaHuumTe Ha 20 Vh uinu 330 ml/min.
[TIpueM Ha xpaHa, Oorata Ha pprnaxugpatu (Ceabpxkaia 68 % TeyHoCTH) 3HaunTeHo HamanaBa AUCs,
Tmax n Cmax Ha aMUCYNIIpUA, HO NMpUeM Ha xpaHa Oorata Ha Ma3HMHHM HE MPOMEHR CTONHOCTMTE HA
TE3M MOKA3aTeaud. 3JHAUCHUETO HA TE3H PE3Y/ITATH f10 BPEME HA JICUEHHUE HE € U3ACHEHO.

UepHoapobHa HeaocTtaTb4HOCT: ThH KaTo MpoAyKra ce mMeTabonauM3upa B HUCKA CTENEH HE ce Hanara
HaMaJIBaHE Ha A03aTa MPHU NALMEHTH ¢ YEPHOAPOOHA He1oCTAThUYHOCT.

brOpeuna HenocraTpuHOCT: IpH nauuenTM ¢ 6BLOpeUHa HEJOCTATBEYHOCT BPEMETO HA MOJIY)KUBOT HE ce
RPOMEHS, HO CHCTEMHHA KJIMPBHC ce NMoHWwKaea 2,5 a0 3 nbvTtd. AUC Ha aMHCYJNPUA NP NALUEHTH C
O0nOpevHa HeJOCTaTBYHOCT B Jieka dopMma ce yBenunuaBa 2 bTH, a NPU yMepeHa dopMa Ha ObOpeuHa
HeNOCTAaTBYHOCT NMoYTH 10 meTH (BUXKTE pazaen 4.2 Jlo3upoBKa U HAUMH HA npuitoxkeHue). KTMHUUHUAT
ONMT B TOBA OTHOILIEHUE € OrpaHHYeH U HAMA [JaHHU ¢ J03MW No-BUCOKH OT 50 mg.

AMUCYINPUA C€ A1MaNH3Upa B MHOIO HHCKA CTENEH.

OrpaHnyeHH QapMakOKWHETHYHM AAaHHW [pH NALUKMEHTH B HanpeaHana Bb3pacT (Hag 65 roauHM)
nokasear nopuweHue ¢ 10-30 % B croitHocTure Ha Cmax, T,, 1 AUC cnea egHokpaTeH fepopaieH

npyeM Ha no3a oT 30 mg. HaMa gaHHu cnel TOBTOPEH NpHEM.

3.3 IIpeakTHHHYHN JAHHH 32 0€300aCHOCT

Ilpernen Ha naHHUTE NOKa3Ba, Y€ aMMCYJIpPHI HE Moka3pa obll, opraHHO-crneuH¢pHYeH, TepaTOreHeH,
MYTare¢HeH ¥ KaHueporeHeH puck. I[IpoMeHuTe HabnonaBaHU MPU €KCIEPHMEHTANHN NPOYYBAHUA BHPXY
MUTBX0BE U KYYETA B JO3H M0-HUCKM OT MaKCHMMaaHaTa NOHOCHMA 71033 C€ IbKaT Ha papMakoOrHYHHUTE
CBOMCTBA MM Ca TOKCHKOJOTHYHO HE3HAYMMH TNpH Te3n ycaoBui. CpaBHEHHE ¢  MaKCHMMasHarta
NPENOPBUYUTENHA A03a [PH YOBEK, MAKCUMAJIHO TOJEPAHTHUTE OO3M ¢a 2 M 7 MO-BUCOKM NPH IIbXOBE
(200 mg/kg nHeBHO) M mpH Kydera (120 mg/kg aHeBHO), KoeTO chOTBeTCTBAa Ha 1,5-4,5 mo-BMCOKM
cToiiHOCTH Ha AUC npu meXoBe OTKOJIKOTO NPH HOBeK. EKCNepUMeHTATHH penpOAYKTHRHI H3C/I€IBAHUS
BbPXY MHLIKH, IJTHXOBE U 3aflI4 HE 110Ka3aXa TEPATOreHeH NOTESHLMAIL.

6. DAPMAINEBTHYHHN JTAHHHU

6.1 Cnucbk HaZ NOMOUIHHTE BEIIECTBA

Cwpuesuria

JlakTO3a MOHOXHJIPAT.
MerunuenyJosa.

Harpues HULLIECTEH rHKoOIAT (TN A).
MHUKpoKpHcTanHa Leaya03a.
Mardesues creapar.

6.2 HechBMEeCTHMOCTH
He ca H3BeCTHH

6.3 Cpox Ha rogHocT
36 Mmecela.

6.4 CnenHaJIHR YCJOBHS HA CHXPAHEHHE




To3u nekapcTBeH MPOAYKT HE H3HCKBA CIICEUHAJIHY YC/IOBHUA HA ChbXPAHEHUE.

6.5 JJaHHHM 33 ONAKOBKATA

AmucynmkeH 50 mg Tabnetku: onucrep ot PVC/AL B kapToHeHa onmakoBka cpabpxkawa 10, 12, 20, 30,

60 wiM 90 TabneTku.

Amucynmker 100 mg rabnerku: 6nucrep or PVC/AL B kapToHeHa onakoBka ceabpxkama 10, 30, wnu 60

TaOJeTKH.

Amucyrmker 200 mg tabnerku: 6nucrep ot PVC/AL B kapToHeHa onakoBka cbhabpikawa 10, 30, 60, 90,

120 unu 150 Tabnetku.

He BcHuku BMAOBE OMAKOBKH MOTAT Aa OBJaT MyCcHATH B Mpoaaxoda
6.6 Cneuna/JHM nNpeana3HH MepPKH IpPH H3XBHPJIsiHe H pabdora
Hsama cneupanHyi U3UCKBAHUA.

7. IIPUTEXATEJ HA PASPEHIEHHUETO 3A YIHHOTPEBA

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

8. HOMEP HA PASPEIIEHHUETO 3A YIIOTPEBA

9. JATA HA HBPBO PA3ZPEIIABAHE/MTIOAHOBSIBAHE

YIIOTPEBA

10. JATA HA AKTYAJIMZUPAHE HA TEKCTA
KOnu 2009

HA PA3ZPEHIEHUETO 3A




