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1. THPMOBCKO VME HA JIEKAPCTBEHWA MPOAYKT

ABILIFY 5 mg orodispersible tablets
ABVNNOAN Bmg TabneTka, gucneprupata ce B ycrara

2, KONWYECTBEH Y KAUECTBEH CbCTAB

Besika TabneTka , AMCTEprupalla ce B yCTaTa CbAbpXKa 5 mg aripiprazole.
3a roMoLyHUTE BelyecTsa BWK 7. 6.1.

3. JIEKAPCTBEHA ®OPWA

Tabnetka, oucrnepripailia ce B ycrata

ABILIFY 5mg Tabnetka, aucneprupalia ce B ycrara, € Obp3o pasnapatya ce
TabneTka, KOSTO Ce TOCTABA Ha e€3uka nnn ce Aucneprupa Bbe BOAA Npeau
rpriem.

4.  KIMVMHWYHY BAHHU

4.1 TloxasaHu#

ABILIFY e noka3ad 3a lieyenue Ha wmaodpenns.
4.2 [osupoBka M HauMH Ha ynoTpeba

3a nepopaiHo NpunoKeHne.

lNpenopbuBaHata Hayanha AxesHa [03a ABILIFY e 10 mg unu 15 mg, ©
noaabpXalya AHeBHa [0sa 15mg, npueTa BeRHBLX 4HEBHO, He3aBuCcMMo OT
XpaHeHeTo.

ABILIFY e edbextupeH npu fosa eapupawya ot 10 mg 1o 30 mg agueeHo. He e
naBriopaBaHa  noeuweHa  edektusHoCT  npyu AOsK NO-BUCOKN  OT
npenopeysalara fgHesHa Aocsa ot 15 mg, BbApeKy Y& Npu oTZEenHN nauweHv
[0-BUCOKI G031 MOXE Aa ca oT nornaa. Makcumanhata gHesHa [io3a He Tps0Ba
Aa Hagsuwasa 30 mg.

ABILIFY Tabnerka, aucrneprapaunia ce 8 ycrara, Tpsbea ga ce rocraeu Ha
eauKa, KhAeTo Bbp30 ce pasTeapA OT CrlloHKaTa. Moxe ha ce npuema Kakro ¢
TeuHocTH, Taka W Be3 TeyHocTw. TpyAHo € fa ce n3saau Tabnetkara ot
ycTHaTa KyxvHa uana. Teil karo aucneprupaiiara ce TabneTKa“E, (i




TpsibBa Aa ce Npuema BegHara crief oTeapsHe Ha bnuctepa. BbamoxHo e 1 fa
pasTBOpuTe TabneTkata BbB Boga U fHa uwanuete cycriencusTa. ABILIFY
Tabnetka, gucrieprupalla ce B ycrata, e OuoeksuMBaneHTHa Ha ABILIFY
TabneTky, cbC Chllarta creneH Ha abcopbuusn. [Josuposkata U YecToTaTa Ha
fpunoxenne ca cwmte Karo npu ABILIFY 7abnetiu. ABILIFY Tabnetky,
Aucneprpaluy ce B ycTara, mMorar Aa Ce M3fon3BaT Karo antepHaTuBa Ha
ABILIFY TabneTku.

Oeua u noapacteaiuu: ABILIFY He e npoyusad npu nauueHTu riog 18 roauitHa
BL3pacT.

[TaumenTn ¢ YepHogpobHO yBpexaaHe: He ce Hanara fipomsana Ha posarta npu
MaLUmMeHT! ¢ JNieKo [0 YMEPEHO yBpexgaHe Ha yepHusi Apo6. Hama fnocratbyHo
AaHHW 33 MPEnopbKy OTHOCHO peXimMa Ha JosvpaHe Mpu fadWeHTW C TEXKO
yBpexaaHe Ha uephust fpob. Mpu Tesn nauveHTn e HeoGXxoaAMMo BHUMAaTENHO
onpepensiHe Ha [osata. Bohpekn ToBa, Npy NaLuMeHTUTe C TEXKO YepHOAPOOHO
yBpexgaHe, MaxcumariHata pgHeeHa nosa ot 30 mg Tpsibea Aa ce nmpurnara ¢
MoBYMLUEHO BHUMaHue ( BUX T. 5.2).

MauneHT ¢ 6L0peyHo yBpeXaaHe: He Ce Hanara npomAHa Ha JAosata npu
nauneHTy ¢ OLOPaYuHO yBpeXaaHe.

MaumeHT B HanpegHana BnL3pacT: He € ycTaHoReHa ed)eKTMBHOCTTa Ha
ABILIFY 3a neuetve Ha wmaodpeHns Npu nauvweHT Ha U Hag 65 ropvluHa
Bbapact. B pesyntat Ha no-ronamara MYBCTBUTENHOCT Ha Tasu nonynauus,
3anoyBaHeTO Ha neueHue C Mo-HUCKW [o3u Tpsbea fa ce uma npepswa, B
criyyanTe Korato ToBa € KIMHNYHO oripaBaaHo (BUX 7. 4.4).

Mon:; He e HeoOXoAVMO FMPOMsiHa Ha Ao3ara Npu NaUMeHTUTe OT XXeHCKW fon B
cpasHeHue ¢ Te3u oT Mbxku {BIK T. 5.2).

Mywene: vmaiki npegsus metabonutana nbT Ha  ABILIFY, He ce nanara
npomsHa Ha [03aTta npv aytiayn (Bux T. 4.5).

B cnyuait Ha efjHoBpemeHHa yrioTpe6a Ha aripiprazole ¢ MOLHN UHXUBUTOPY
Ha CYP3A4 vwrv CYP2D6, nosara Ha aripiprazole tpsbea fa ce pegyuvipa.
[pn cnupada Ha neduennetro ¢ uHxubutopu Ha CYP3A4 wurm CYP2D6
(usBaxgaHeTo UM OT KOMBUHUpAHOTC nevenue), f[osaTa Ha  aripiprazole
Tpabba ga ce nosuium (BWK T. 4.5).

MNpn epHOBPEMEHHOTO NpUNOXKEHWEe Ha apiprazole ¢ MOLWHWM UHAYKTOPK Ha
CYP3A4, posata Ha aripiprazole TpsiGea ga ce nosuin. Ilpun cnupade Ha
fieyeHUeTo ¢ uHaykTop Ha CYP3A4 (U3BaxaaHeTo WM OT KOMOMHMpaHoTo
feuenve), [osata Ha aripiprazole TpsGsa ga ce noHWKM, cnpsiMo obudaiinarTa
npenopkyaHa gosa (M 1. 4.5).




4.3 [MporvBONOKa3aHuA

ABILIFY e npoTvBONOKa3aH Mpy NauueHTh CbC CBPBXUYBCTBUTENHOCT KbM
aripiprazole uny KeM HSIKOE OT NOMOLLHUTE BELLECTBA.

4.4 CneumanHy npedynpexacHns U npeanasHu Mepku npu ynorpeba

flo Bpeme Ha AHTUMNCUXOTUMHOTO fE4eHre, riopo6psBaHeTo Ha KIWHUYHOTO
CLCTOSHME Ha nauMeHTa MoXe Aa OTHEeME OT HSIKOMKO JHW [0 HAKOIKO
ceaMuuM, Kato [npes TO3W nepuof NauneHTuTe Tpabea pa OwbpaT noA
MOCTOSIHHO HABIoHEHK e, |

TapaveHa OVCKMHE3Ns: MPY KNMHUYHN U3NUTBaHUS B fipogbivkeHve Ha epHa
rofivHa unu no-mariko, crny4yaurte Ha HeobXoaAUMOCT OT NieUeHne Ha QUCKMHe3nh
fio BpeMe Ha nevyeHueTo ¢ aripiprazole ca He yecTy. [pwn nosiBaTa Ha npusHatin
i CUMATOMM Ha TAPAVBHA ANCKMHE3Usi TIPY MaLuMeHTU Ha neveHne ¢ ABILIFY,
TpsiGea Aa ce oOMMCIM BB3IMOXHOCTTA 3a HaMansieaHe Ha posarta Wunn
npekpaTaBaHe Ha FieYeHUeTo. Tean CUMNTOMI MOXE BpPEMEHHO [a ce Briowar
UMy Ja ce MOSIBAT, [OPU CNefi CNupaHe Ha NeueHmneTo

HesponenTyyeHd ManurHeH cuhapom /Neuroleptic Malignant Syndrome (NMS)/:
NMS e noTeHuuanHo ataneH KOMMNEeKC OT CuMATOMM, CBbpsad ©
SHTUNCUXOTUYHUTE TieKapcTBeHu npopykta. [ipy KNMHWHHU U3nnTBaHWS Ca
noknagpaHn pefky cryqan Ha NMS nio speme Ha neqenvie ¢ aripiprazole.
Knudnunute nposisu Ha NMS ca xuneprmpekcusi, MyckynHa pUrMAHOCT,
HapyLleH MEHTaneH cTatyc U fanHu 3a aBTOHOMHA HecTabunHCT (NPOMEHW B
nyrica 1 KpbBHOTO HarsraHe, Taxvukapaws, anadopesa 1 cbpfguHa apuTMus).
Moxe ga ca Hanuue ¥ NOBKLLEeHW CTOWHOCTM Ha KkpeaTtuh chocdoknHazaTa,
muornobunypust (pabpomnoniuaa) n ocTpa GuOpeuHa HeJOCTATBLYHOCT. AKOC
naLmMeHTUTe PassusiT NPUSHALIM NI CUMITTOMY, XapakTepHil 3a NMS, nnu nmar
HeOBSICHUMO BMCOKa Temnepatypa 6es AombRHUTENHN KITMHUYHN nipyUsHaLin Ha
NMS, ripyiema Ha BCWUKN aTURICMXOTUUHY JIeKapceTea, skniouutento ABILIFY,
TpsibBa fa ce NpeycTaHoBU.

['bpYOBE: NPU KIMHWYHU M3MUTBaHWA Ca AOKNafsaHu He yecTu criydyau Ha
FbPYOBE MO BpEeME Ha nieyeHne ¢ aripiprazole. Evo 3awo, aripiprazole Tpsibsa
[a ce npvfara ¢ HOBUILEHO BHUMaHUE Npy NauveHTA npekapanu B MUHanoTo
ennaoay Ha rbpuoBe MM CbCTOsHUS CBbp3aHy C MbpHOBE.

Bb3pacThy nauueHTi ¢ ficvXo3a cBbp3aHa C JeMeHUNsA:

Mosuwiesa cMbPMHOCM: 6 mpu fiayebo-KoHmpoaUupaiu usnumeaHust Ha
aripiprazole npu eb3pacmHu nalyueHmu (6poii Ha nayuexnmu: 938, cpedHa
enapacm 82.4 2., 8 epaHuLu MexOy 56-99 2) ¢ ricuxo3a cewp3aHra ¢ bonecmma
Ha Anuxaiimep, nayueHmume rieKysaHu ¢ aripiprazole ca 6unu U3MOXEHU Ha
[10-20415IM PUCK OM CMBPIMHOCI 8 CPasHEHUE C nnauebo-yiekyearuU nayueHmu.
CmbpmHocmIma npu jieKysaHume ¢ aripiprazole nayueHmu e,




cpasHeHue ¢ 1.7% npu nnayebo-nekysarume nayuenmu. Makap, ue
ApuYUHUME 3a CMBbpMMa ca buiu pasfiuyHu, noseyemo ca bumnu cebp3aHu Cbe
cbpldeyHo-cb008U UHYUdeHmMU (Harnp. cbpbedHa HedocmambyHOCT, 8He3anHa
CMBPM) Uiiu UHeKYUU (Harp. rMHeeMOHUSs).

Llepebpo-sackynapHu HeXenaHU peakuyuu: e Cbliume Uu3numeaHus ce
cwobujasa 32  uepebpo-BackynapHM  HexenaHw  peakuun  (Harp.
MHCYIT,MIpEXofHa WNCXeMWYHa aTtaka), B T.4. n dararndm WUHUMOEHTU., npy
BbapacTHX nlauMeHTM (cpeada BLapacT 84 r., B rpanuum mexay 78-88 r.).
Obwo npn 1.3% oOT nekysaHuTe ¢ aripiprazole naumeHT ce cwhobllasa 3a
Luepebpo-BackynaphHy HexenaHu peakuun B8 cpasHeHue ¢ 0.6% nnauebo-
nekyBany naumeHtTv. B Tesu usfiMTBaHMA pasnukata He € CTaTUCTU4ecKu
3Hauuma. B epmHo KnuHuYHO uanuTBaHe ¢ uKcupaHa fosa obauve, ce
cbhoblaBa 3a Bpb3aka MeXay Aosata i uepebpo-sackynapHute UHLVEEHTU Py
nauueHTn NekysaHu ¢ aripiprazole.

ABILIFY He e onobpeH 3a neyeHne Ha ncuxosa BCReacTene Ha gemMeHumns.

Xunepanukemuss U 3axaper duabem: [Ipu nayueHmu, feKysaHu ¢ amuriudHu
aHMUNCUXOmMUYHU  riekapemea uma cbobuwjeHuss 3a paseumue Ha
XurieparuxkemMusi, 8 HAKoU cnyyau eodewa 00 Kemoayudo3aa, XurepocmosnapHa
Koma unu cMbpm. B knunubHUmMe usnumeaHuss © aripiprazole He ca
HabmolasarHu 3HadumesiHu pasfiuyus 6 Yecmomama Ha passumue Ha
HeXxenanu peakyuu cebp3aHu CbC CMOIHOCIMUMEe Ha 2iUuKeMUYHUsT KOHMpOoIl
(sxmoyumennHo 3axapeH duabem) unu abHOPMHU CMOUHOCTIU Ha 2IUKEMUYHUS
KOHMpOJ1, npu cpaeHeHue ¢ nnayebo. Hsama moyrnu plckosu OaHHU 3a
cebp3aHu ¢ XunepanuxkeMmusi HexeniaHu peaxkyuu fpu nayueHmu neKyeaHu ¢
ABILIFY u ¢ Opyeu amunuyHu anmuncuxomuuyy, 3a 0a Moxe Oa ce Hanpasu
dupekmHo cpasHeHue. [MatueHmume, fieKysaHu ¢ HAKaKeU aHmuacuxomuyy,
sxmoysumento u ABILIFY, mpabea 0a 6v0am HabmoOasaHu 3a npusHauu u
CUMITMOMU Ha Xuriepaiukemusi (Hanp. nonuduricus, nonuypusi, nonugaaus u
crnabocm), u CbCMOSHUEMO Ha NayueHmu Cbe 3axapeH duabem usnu ¢ puckosu
ghakmopu 3a saxapeH Ouabem mpsibea pedosHo 0a ce KoHmponupa da He 6u
da HacmBu enowiasaHe Ha alnuKeMudHUs KOHMpOo/l.

Qennnketorypusi:  phenylalanine e cbctaBka Ha acnaptam. Bcesika
pvcnieprmpalia ce tabrietka ABILIFY 5mg ceabpxa 2.25 mg phenylalanine.

4.5 IleKapcTBEHMU M APYTY B3aMOJENCTBNA

flopann ceosi -agpeHepriyeH peLenTopeH aHTaronnsbM, aripiprazole moxe
[a ycunu edpekta Ha HAKOW aHTUXMNEePTEHSUBHY CPeAcTBa.

Mopagn ocHoBHusi edekt Ha  aripiprazole repxy LIHC, e nHeobxoaumo
MOBULLIEHO BHUMaHwe hipu ynotpebata Ha  aripiprazole B komBw
ankoxon WnM ApyrM UEHTpanHo ZAeicTsaliin nekapcTea, C




Bb3MOXHOCT 3a MosiBa Ha HEeXeraHu NeKapCTBeHW peakuwu, KaTto cefupaHe
(B T. 4.8).

Bb3MOXHOCT _3a BhLa3geficTeMe Ha  APYIV fekapcTeeHn NDOLYKTN BbPXY
ABILIFY:

NHxubuTopuTe Ha CTOMallHata KWCENuHHOCT, Hz-aHTaronucta famotidine,
HamarnsBa ckopocTTa Ha abcopbuus Ha aripiprazole, HO TO3U eheKT HaMma
KNMWHWYHA 3HAaYMMOCT.

Aripiprazole uMa MHOXECTBO MeTabONWTHU MbLTULLA, BKIIIOUBALLN EH3UMHUTE
cuctemu CYP2D6 u CYP3A4, Ho e u CYP1A. ETo 3aLlo, Nnpu nywasn He ce
Hafnara npomsHa Ha gosara.

B KNWHWMHO M3NUTEAHE NpU 34paBy OoBPOBOMUM, MOWHKMS wHXUOMTOP Ha
CYP2D6 (quinidine) sBoau [o noeuiliaBaHe Ha AUC Ha aripiprazole cbC
107%, poxato cToiiHocTTa Ha Cpax OCTaBa HeMpoMeEHeHa. AUC 1 Cpax HE
dehydro-aripiprazole, Koiito e aktueeH wMeTabonuT Ha aripiprazole,
Hamanssar ¢ 32% Y 47%. [Npy efHOBPEMEHHOTO MPUINOXEHNE Ha ABILIFY ¢
quinidine, posata Ha ABILIFY TpsiGBa ga ce Hamanu noyti Harnonosu:a
cnpamo ofuuaiHo npegnvceaHata  [Ao3a. Mopgobuu edektn moxe da ce
oyakear v fpYW  JpyrM MoluHu uHxubutopu Ha CYP2D6, kato fluoxetine u
paroxetine, nopagy KOETO & HeoBX0oAUMO CLLUOTO peAyLmMpaHe Ha fosata.

B KIMHWYHO W3NUTBaHe NpW 3apaBy AOGPOBOMLM, MOLHMAT —MHXMOMTOP Ha
CYP3A4 (ketoconazole) nosuwasa AUC 1 Cmax Ha aripiprazole cb¢ CbOTBETHO
63% u 37%. AUC u Cnxx Ha dehydro-aripiprazole ce nosumaBaTt CbC
choTBETHO  T7% W 43%. EQHOBpEeMEHHoTO npunoxehne Ha  cnabo
meTabonusupawy ce ot CYP2D6 npoayktv 1 MOLLHW nHxubuTopn Ha CYP3A4
MOXe [ia QOBene [0 MO-BUCOKWA riiasmeHn KOHUeHTpauuy Ha aripiprazole, B
CpaBHEHME ¢ Te3N NpU aKTBHO MeTabonusupakxe o7 cTpana Ha CYP2D6. Tlpu
eHOBpeMEHHO npunoxeHne Ha ketoconazole wim APYry MOLUHK nHxubrTopy
Ha CYP3A4 u ABILIFY, TpsiGBa fia ce Hanpaph OueHKa Ha CbOTHOLUEHUETO
nonsal/prick 3a nauveHTa. llpy egHoBpemerha ynotpeba Ha ketoconozole u
ABILIFY, gosata Ha ABILIFY Tpsfea ga ce Hamanu HaiofoeuHa, CrpAamMo
oBuuaiiio npunaraHata gosa. [opobhu edektn Moxe Aa ce ovaksar 1 npu
apyri MolHn uHxubuTopy Ha CYP3A4, kato itraconazole n HIV apoTeashu
MHXUBUTOPY, MOpaau KOeTo e HeobXoAUMO ChLLoTO peayLMpaHe Ha fosara.

ilpy NpeycTaHoBsiBaHe Ha npuemMa Ha CYP2D6 wnun 3A4 unxwbutop, gosarta
Ha ABILIFY TpsiGsa ga ce noBulLM A0 Tasw fpunarada npefy sancysade Ha
KOMBWHKMPaHOTO fleyeHwe.

Criep efqHOBPEeMEHHO npunaraHe Ha carbamazepine, MOLLEH WHOYKTOp Ha
CYP3A4, namepeHnTe reoMeTpuuyHUTE CTOMHOCTN Cmax W AUC ua aripiprazole
ca 6BunyM MO HUCKM CbC cboTBetHo  68% n 73%, cnpsmo Eedm—hgp




CaMOCTOSTENHOTO MpuroXeHue Ha  aripiprazole (30 mg). Mopo6Ho Ha ToBa,
croiitocTnTe Ha Crax ¥ AUC Ha dehydro-aripiprazole, cnep efHOBPEMEHHO
npunoxeHue ¢ carbamazepine ca Ounn No HUCKYA CbC CbOTBETHO 69% 1 71%,
CMPSIMO TE31 NP CaMOCTOSATENHOTO NpUIoXenue Ha aripiprazole.

Mpu epHoBpemeHHaTa ynoTpeba Ha ABILIFY u carbamazepine, fosata Ha
ABILIFY Tps6Ba aa 6bae ypeoeHa. MofobHK edeKkTn Moxe Aa ce ovaKkear U
npu gpyrma wmowHy uHpyktopu wa  CYP3A4 (kato rifampicin, rifabutin,
phenytoin, phencbarbital, primidone, efavirenz, nevirapine n xent KaHTapywoH),
KoeTo Hanara nogobHo noBuuaBaHe (yasosBaHe) Ha gosara. [lpu
npeycTaHoBsBaHe Ha npuema Ha molyHute CYP3A4 wnhHpyktopw, foszata Ha
ABILIFY Tpsa6ea fa ce pegyuvpa Ao obuyaiHo npurarasa [osa.

[pu epHoBpeMeHHaTa ynoTpe6a Ha valproate unw lithium ¢ aripiprazole, He e
HaBrioAaBaka KIMHUYHO 3HauMma NpoMsHa B KOHLEHTpauwmuTe Ha aripiprazole.

MNoTeHumanda Bb3MOKHOCT _Ha ABILIFY fa Bb3geiiciBa BbpXy APYY
JIEKAPCTBEHW NPOAVKTY!

B knuHuuHA nipoyuBaHus, Aosu ot 10-30 mg pgHesHo  aripiprazole, He ca
fnokasanu aHauuTeneH ediekT Bbpxy meTabonuama Ha cybcTpatute Ha
CYP2D6 (CBOTHOLIEHNETO dextromethorphan/3-methoxymorphinan),
2C9 (warfarin), 2C19 (omeprazole) n 3A4 (dextromethorphan). B nonbnHeHne
Ha Topa, aripiprazole n dehydro-aripiprazole He ca nokasany noTehunan sa
pbageiicTeme Bbpxy CYP1A2-mepuupatus metabonnsbm in vitro. Eto salwio,
He ce odaksa aripiprazole pa gosefe LO KIMHWUYHO 3HaYUMU JIEKAPCTBEHN
B3aUMOAGICTBUA ¢ NEKapCTBEHW NpOAYKTU, MEAUMPaHn OT Te3W EeH3MMHU
CUCTEMW.

4.6 BpeMEeHHOCT ¥ KbpMeEHe

bpemMeHHOCT:

He ca nposexpaHn CbOTBETHW KOHTPORNWpaHW U3NNUTBaHUA C aripiprazole npu
OpemeHHN XeHW. [lpoydBaHusTa Npn XVBOTHN HE U3KINIOHAT BL3MOXHOCTTA 32
nosisa Ha ToKcuMdHocT (8w T. 5.3). MNaumneHtute TpsibBa ga 6baarT ChBeTBaHu
[ia OCEEIOMSAT NeKyBaluusi Nekap B criyyali Ha rnosiba Ha G6peMeHHOCT uik, ako
nnaHupar Takasa fi0 BpeMe Ha JiedeHhetro ¢ aripiprazole. Tlopagu
HeoCTaTBLYHNTE [laHHN 3a Oe30MacHOCT MpK Xopa 1 pesynTaTuTe nony4eHn ot
penpojyKTUBHUTE NpoyuBaHWs MpW XKMBOTHU, TO3W MNEKApCTBEH NPOAYKT HE
Tpsbea ga ce npurnara no Bpeme Ha GpeMeHHOCT, OCBEH B CriydanuTe, KOraro
ouaKBaHaTa f10n3a HeBYCMUCIIEHO OnpaBhaBa rnoTeHUnanHus puck 3a nnopa.

Kbpmehe:




Aripiprazole ce OTAens B MIAKOTO Ha MTbXOBE N0 BpEME Ha KbpmeHe. He e
ycTaHoBeHO [iann aripiprazole ce oTAess B HOBELIKATA kbpMma. TlauneHTkuTe
Tpsbsa fa Obpar CbBeTBaHM A2 HE KepMAT Mo BpEME Ha NeueHUeTo C
aripiprazole.

4.7 EdekTn BBLPXY cnocobHOCTTa 32 wocupaHe u paboTa ¢ MaWNHA

KakTo npv OpyruTe aHTUncuxoTuuy, naumeHTuTe TpsiGea aa 6bvaar ¢ nosuilieHo
BHMMaHMe nNpu paboTa ¢ NOTEHUMANHo ONacHy mMallnHw, BKITFOUYMUTEIHO
Npeso3Hn CpefcTea, [okaTo He Ce HaMbIHO cUrypHM, Ye JnevyenneTo ¢
aripiprazole HaMa oTpuuaTesi PeKT BbPXY UIMBMHEHUETO Ha Te3n OENHOCTY.

4.8 HexenaHu neKapcTBeHy peakiun
MpencTaBeHuTe NO-AONY HEXenatn NekapCTBeHW peakumn ca HabnopasaHm

rio-decto (= 1/100) B cpaBHeHWe C nriayebo, unu ca onpepeneHn Kato
BeposTHO cBbpsaHu ¢ S, sHaunmm HAP ():

HapyiweHus Ha HepBHaTa cucTema
Yecmu (> 1/100, < 1/10): obbpkeaHe, BeacbHUe, aKaTu3ug, COMHONEHTHOCT,

TpEmMop

3puteriHi HapywmeHUs!
Yecmu (> 1/100, < 1/10). sambIneHo BUxAaHe

CrpaeyHy HapylweHus
Hewyecmu (> 1/1,000, < 1/100): Taxukapansa™

C1A0BM HapylueHus
Hewecmu (> 1/1,000, < 1/100). opTocTatuita XUNOTOHKA™

["acTpo-MHTECTUHASHN HapyIleHNns
Yecmu (> 1/100, < 1/10): rageHe, nospbLUaHe gUCTIEncs, KOHCTMRauus

06IWM HapyweHus (BXITIOUUTEsNIHO TaKBa Ha MsICTOTO Ha npusoxeHue)
Yecmu (> 1/100, < 1/10). rnaeoborme, acTeHus

[pyrn besynTtaty:

HexenaHute NeKapCTBEeHM peakLyu, 3a KOUTO € U3BECTHo, Ye ca CBbp3aHu ¢
AHTUNCUXOTMYHOTO fleveHne, cbobliasaHn U Mpy neveHneTo ¢ aripiprazole
BKTHOYBAT HEBPOMErTWYEH ManwurHeH CuHAPOM, Tapausha AUCKVHE3Nns,
rbpuose, Liepebpo-BackynapHn Hexernarn peakLuy 1 rosuilieHa CMBPTHOCT
fpyW BL3PACTHU NaLUeHTN ¢ AeMeHLns, XUneprnukemMmns u aaxapex puadet (BuiK
T. 4.4).

Excmpanupamudhu cummmomu (EPS): nipu npo0bixumeito, 52-ceOMuYHo
KOHMPOUPaHO U3fiumeare, npu nayueHmume Ha feyeHue ¢ aripiprazole
kamo ysno e Habmoldaeawa  n0-HUCKA 4ecmoma (25.8%) Ha EPS
GKITIOYUMENTHO  MapPKUHCOHUSBM, akamususi, OucmoHus U JuckuHesUsi, 8
cpasHeHue C nayuenmume JieKyeaHu C haloperidol = ~
npodwumxumento,  26-cedMu4Ho, rinauebo-KOHMpPOoiUpaHy




yecmomama Ha EPS npu nayueHmume Ha nederue c aripiprazole e buna
19% u cpomeemHo 13.1% npu nayueHmume om 2pyitama Ha mnayebo. B
dpyeo 26-ce0MUYHO KOHMPONUPaHO ripoyysaHe, dYecmomama Ha EPS npu
nayueHmume Ha neyexue ¢ aripiprazole e 6una 14.8% u cbomeemuo 15.1%
npu nayuerRmume Ha Jieyerue ¢ olanzapine.

CpastisiaaHemo Ha aripiprazole u nnayebo, no omHoweHue Ha bpos nauueHmu
Apu koumo ca HabnodasaHU KIUHUYHO 3HayuMu MpOMeHu 8 PYMmuHHUMmMe
s1abopamopHu napamempu, He e fioKasano sHaqyumo pasnuyue. [JosuiluasaHe
Ha CPK (Creatine Phosphokinase), 06uxkHO8eHO NPEeXo0HO U acumIimoMHO €
Habmobasano npu 3.9% om nayueHmume Ha nedyernue ¢ aripiprazole, e
cpasHeHue 3.6% om nayueHmume Ha natebo.

Mocm-maprkemunz

CnefHume HexenaHu peakyuu cbljo ce chobujasam MHO20 PsIOKO 110 epemMe
Ha rocm-mapKemuHz0o8Us nepuod :

Hapywenuss e umMyHHama cucmema: afepeuyHa peakyusi  (Hanp.
aHaghunakmuyHa peakyusi, aHauoedem, Npypumuc unu ypmuxapus)

IMouxuampuyru HapyweHUs: HEPSHOCT, MPE8OKHOCM
HapyweHusi Ha HepeHama CUcIema: obbpKaH 2060p

Cb006U HapyuweHUs]] CUHKOIT
lacmpo-unmecmuHanHu HapyweHus: [108ULIEHO CITFOHOOMOENAHE

Myckyrno-ckeniemHu, CheOUHUmeaHa mbKaH U KOCMHU  HapyWweHUs:
cKosaHocm, muanzaus, pabdomuornusa

Hapywenus e penpodykmueaHama cucmema U ebpoume: npuanuabm

O6uu HapyweHUst U makuea Ha MSiCmomo Ha npunoxeHue: boiika 8 expdume,
Hapywerue Ha memnepamypHama peaynauus (Xunomepmus, upeKcus)
Hapywenus Ha nabopamoprume pesymmamu: [oguwieHy cmolHocmy Ha
KpeamuH pocghokuHaza, Ha anaHudH amunompadcgepasa (ALT), Ha
acriapmam amuHompaHcgepasa (AST), yeenuyerna 2ama aiymamusl
mparchepasza (GGT).

4.9 TpenosupaHe

B KAMHWYHM KU3NUTBaHUS criyyalHOTO WKW yMULUNEHO OCTPO NpefosvpaHe ¢
aripiprazole npu nauvenTi npuenu goau Ao 1080 mg He e fgoseno 4o dartanHu
nocneauiy . Mexay npusHaumMTe ¥ CUMNTOMUTE, 33 KOWUTO ce chobilaBa npu
npefosupaHe ¢ aripiprazole, ca rageHe, nospbillaHe, acTeHus, Auapusi U
CbHMNBOCT.

I'lo Bpeme Ha rocT-MapKeTUHIOBUSA feproa, NOTEHLIManHo KMHWYHO sHauYumMuTe
npk3Hauy M1 CMMATOMU, HabndasaHn NpK BE3PaCcTHU NMalMeHTn npegosvupadn




HansiraHe, COMHONEHTHOCT, Taxukapaus ¢ roBpbkliaHe. OceeH ToBa ca
Mony4YyeHn cLOBLUEHNS 38 MHUMOEHTHO npefosupaxe ¢ aripiprazole (oo 195 mg)
npu feua. TloTeHUMANHO CepuO3HMTE MNpUsHaLy W CUMMTOMM BKNICYBAT
eKcTpanupamMmuaHi CUMNTOMK 1 NpexoaHa saryba Ha cbaHaHne.

JleuehveTto npyu npegosvpaHe TpsabBa Aa BKMOYBA NOAALPKALLO NEYeHue,
OCUIYPSiIBaHE Ha MPOXOAVMMW AuxaTenHW MbTuila, ApUeM Ha KUCNopopd W
BEHTUNAUMWS, KaKTO W HA3HauYaBaHETO Ha CUMITTOMAaTUYHO nedyeHue. Tpsbea fga
ce uma npedBus BEpPoOsITHOCTTA OT ynotpebara Ha HaKomnko nekapcrea. ETo
3alo e HeoOxofguMM HesabapeH Kapfuo-BacKylapeH KOHTPOMN W BIUIHOYBAHETO
Ha HENpeKbCHATO eneKTpokapauorpadcko npocriefsiBaHe 3a YNaBsAHETO Ha
Bb3MOXHA apuTmus. Tlpy BCAKO NOTBBLPAEHO WM NOKO3UPaHo fpefosupale ¢
aripiprazole, e HeoOxoAMMO FOCTOAHHO MpoOCneAsBaHe Ha nauueHTa Ao
HEroBOTO NBAHO Bb3CTAHOBABAHE.

AxtueeH sbrmets (50 g), npunoxeH go 1 vac cneg npuema Ha  aripiprazole,
Hamarnsisa Cnax Ha aripiprazole ¢ okono 41% n AUC c okono 51%, koeto
npennonara Bb3MOXHOCT 32 IeueHne Ha NpefosupateTo ¢ akTUBeH BbIFIEH.

Bbrnpeku, Yye HaMa AaHHK OTHOCHO edeKTa Ha XeMoavanusata npy fiedeHne Ha
npenosvpaHeTo ¢  aripiprazole, He ce o4aksBa Xemofuanusara [a ce oKaxe
noresHa B TO3W chiydai, Te¥ KaTo aripiprazole ce cBbp3Ba BbB BUCOKa CTENEH
C NfasmMennTe NPOTENHM.

5. ®APMAKONOrM4yHM QAHHWK

51 dapmaxofuHamMUUHU AaHHU

dapmakoTepaneBTUUHa rpyna; antuncuxotuun, ATC code: NOS AX12

Mpennonara ce, 4Ye edeKkTUBHOCTTA Ha aripiprazole npu LmMsodpenus ce
ABIDKW Ha KomBMHaLMsTa OT JyacTuveH aroHMabM chipamo dopamine D2 w
serofonin 5HT1a peuenTopuTe W adTaroHM3bm cnpsiMo  serofonin SHT2
peuentopute. Aripiprazole nposiBABa aAHTaroHWCTUYHW  CBOWCTBA  TpU
XUBOTUHCKM MOgEnM ¢ JonamMUHEpPrMuyHa XWNepKTUBHOCT W aroHWCTUYHU
CBOWCTBa NPU XUBOTUHCKX MOZENU ¢ JonamMuHepriiHa XunoakTuBHOCT.
Aripiprazole nposiBasa BUCOK athMHUTET Ha CBbp3BaHe in vitro ¢ dopamine D2 un
D3, serotonin 5HT1a v 5HT2a peuentopute U ymepeH adyHUTET CIPAMO
dopamine D4, serotonin 5HT2c wn 5HT7, alphat appeHeprudHM U
H1 xuctamuuoBu peuentopu. Aripiprazole nposesasa v ymMmepeH athuHUTET KbM
mecTarta Ha obpaTHO NnoemMaHe Ha CEepOTOHMH W HEe3HauuTeneH edeKkT KbM
mMycKapuHoBuTe peuenTopy. BsaumogeicTsueTo C ApYyrM peuenTopwy,
pasnuMyHn OT AONaMUHOBUTE 1 CEPOTOHWHOBW noaTunose, 00sAcHABa HAKOW OT
ApyruTe KnuHU4HN edexT Ha aripiprazole.




Hos3n aripiprazole ot 0.5 Ao 30 mg, npuemaHy BeOHLX OHEBHO OT 3[paBy
[o0poBoriuy 3a neprog ot 2 ceaMuLM, BOAAT 40 JO30-3aBUCUMO HamasisiBaHe
Ha CBbp3BaHeTo ¢ ”C-raclopride, cnpeunduyer D2 peuenTopeH nuraHa, B
obnacTtta Ha onawiKarta ¥ nyraMeHa, YCTaHOBEHO ¢ NOMOLLTa Ha MO3UTPOHHA
eMUCHOHHa ToMorpacusi.

[onbriHutenHa nHdopmatinsg oT KNMHWYHK NPoYyYBaHKs:

Ulusothperns: B Tpu KpatkoTpaiitny (4 no 6 cegmuum) rnnauebo-koHTponupaHu
npoyyBaHnsa Bknousawy 1,228 nauueHrta ¢ wWM3odpeHns, nposisaealla ce ¢
NO3UTUBH 1 HeraTuesHM cuMnTOMWK, aripiprazole e nokasan CTaTUCTUHECKN
3HauYMMO ro-ronAmMo nofobpeHue Ha NCUXUUHWTE CUMIMTOMM, B CpaBHEHUue C
rnauebo,

ABILIFY e edextuBeH NO oOTHOWEHWE Ha  3anaseaHe Ha KIMHWYHOTO
rnofoOpeHne rnpn MPOLbIPKUTENHO NEeYeHWe Ha naumeHTu, nokasanu oTroBop
npu sanousaHe Ha nedeHuero. Mpu cpaerutenHo nipoyusaHe c haloperidol,
Oposa Ha nauweHtTuTe (%) NpKU KOWTO OTFOBOpPa CPSMO SIEYSHUETO ce €
3anasun B npoAbikeHune Ha  52-cegmuuv e cxofieH TNpM gBeTe Ipynu
(aripiprazole 77% w haloperidof 73%). Mo oTHoweHne Ha ©Gpos NaUUEHTK
3aBBLPLUMIK MPOYYBAHETO, NPK rpynaTta Ha aripiprazole Tol € sHaunTenHo no-
ronam (43%), B cpaBHexne c haloperidol (30%). Pesyntatute o7 ckanute,
U3NOM3BaHy 3a TpocnefsBaHe Ha BTOPUMHWTE KPUTEPMM, BKNIQUUTENHO
PANSS 1 Montgomery-Asberg Depression Rating Scale nokassar sHa4yUTENHO
rioaobpenue cnpame halperidol.

Mpu 26-ceamuuHo, mnauebo-KOHTPONMMPaHO npoy4ysaHe Mpu crabunuanpanu
naLUueHT ¢ XpoHMYHa LWusodpenus, aripiprazole e rokasarl 3Ha4YMTEIHO MO-
TONIAMO pegyumpaHe  dectorata Ha npucTbinte, 34% npw rpynata Ha
aripiprazole n 57% npwv nnate6o.

YBenu4araHe Ha TErHoTo: B KIMUHUYHW npoyyBaHus aripiprazole He e nokasan,
ye BOAW OO KNMMHWYHO 3HaYMMO MOBUILABaHe Ha Ternoto. B 26-ceMuyHo,
[BOHO-CIANG, MyATU-HALWOHANHO, CPaBHUTENHO npoy4saHe ¢ olanzapine npu
314 naupeHTa ¢ LM30MPEHNs, B KOETO YBENWYEHUETO Ha Termoto e owun
AbPBUYEH KDWUTEpWUI, 3HaYWTENHO No-Manko NauMeHTV ca MMann Hali-Marnko
7% yBenuueHue Ha TErnoTo, CNpsMO W3XOAHWTE CTOWHOCTA (Hanpumep
yBEMMUEHNEe Ha TErnoTo ¢ Hai-manko 5.6 kg npu cpegHo W3XOAHO Terno
~80.5kg) npu rpynata Ha aripiprazole (N=18, unn 13% o7 oueHeHuTe
naumeHTy), B8 cpaBHenue ¢ olanzapine (N=45, unn 33% OT oueHeHuTe
nawueHTn).

5.2 ®dapmaKOKMHETUYHU CBOWUCTBA

Aripiprazole gucnieprupawa ce tabnetka e buoekBuBaneHTHa Ha Aripiprazole
TabneTkn, cbe cblyata creneH Ha abcopbuus. [osupoBKaTa W yecToTaTta Ha
NpUrioXKeHue ca chuuTe XaTo npu Aripiprazole . Aripiprazole pwcneprypally ce




AbGcopbuua:
Aripiprazole ce abcopbupa pobpe, kaTo NUKOBU NNRasmMeHn KOHUEHTpauum ce

nocTurat 8 pamkuTe Ha 3-5 vaca crepn npuema. Aripiprazole npevbprisisa
MyRUNManes  npe-cuctemen  mertabonmsbm. ADcortoTHata | nepopanHa
BuoHanuuHocT npu TabnetHara cdopma e 87%. boratara Ha MasHKUHK XpaHa
He noBhinsiEa thapMaKkokuHeTkaTa Ha aripiprazole.

PasnpegeneHue:

Aripiprazole ce pasnpegens B Lenusi opraHusbm, kato ofema Ha
pasnpegenerdue e 4.9 l/kg, BkriouBall eKCTEH3MBHOTO EKCTpaBacKynapHo
pasnpenenenne. [pu TepanesTUuHM KOHLIEHTpaumy, aripiprazole u dehydro-
apripiprazole ce cBbp3BaT CbC CEpPYMHUTE MpPOTEMHWU, HA MbPBO MACTO C
andymuHa, noseye ot 98%.

MeTab0nmssLm:

Aripiprazole ce meTabonmavMpa aKTMBHO B uepHusi Apob, 4pes Tpu
BuoTpaHcopMaLMoHH  MbTA:  AeXuAporeHupade, Xugpokcunupade i
N-geankunupane. B in vifro npoyuBanus, edaumute CYP3A4 n CYP2D6 ca
OTrOBOPHY 3a HAeXuiporeHnpaHeTo N XMOPOKCUNNpaHeTo Ha aripiprazole, a
N-peankunupaneTo ce katanuavupa ot CYP3A4. Aripiprazole e nekapCTBeH
MpOOYKT, HANONOBMHA pasfpefenslly ce B cucTemHata uupkynauus. [lipu
paBHOBECHO CbCTosHWE, dehydro-aripiprazole, kolTo € akTuBeH meTabonnT,
npencTasnasa okono 40% ot AUC Ha aripiprazole B nnasmarta.

EnvMuHupaHe:

CpepHoTo Bpeme Ha Mony-xvBOT Ha aripiprazole e npubnuauTenHo 75 vaca
npu excreHsnsHo merabonmasupane ot CYP2D6 1 okono 146 vaca npu cnabo
metabonusupare ot CYP2D6.

Obwusi TeneceH KIWPLHC Ha aripiprazole'e 0.7 ml/min/kg, kato TOM €
npeguMHo YepHoapobeH.

Crien efgHoKpaTHa nepoparnHa [osa ['*C]-mapkupau aripiprazole, okono 27%
npueTata paanoakiuBHOCT C¢e OTKpuBa B ypuHaTta, a  OKOJIo 60% B
nanpaxHeHuata. [o-manko or 1% oT HenpomeHenusl aripiprazole ce
ekckpeTMpa ¢ ypuHnata, okoro  18% ce oOTkpuBar B usNpakHeHusATa B
HenpoMeHeH BUA.

DapmakoKUHemuKa fpu creyuanyu epyny nayuermu

MMaumeHTn B HanpeaHana Bb3pacT: ‘
He ca ycTaHoBeHu pasnuunsi BbB (hapMakokuHeTukata Ha  aripiprazole mpu
3ApaBi Bb3PacTHM [00poBOMUM W NO-MAZAU WHAMBMAW, KaKTO W HAKAKBU
aabenexumu edeKTn Ha Bb3pacTTa npu MonyrauuoHHust hapmakoKMHETUHEH
aHanus Ha naumeHTuTe ¢ LUIN30MPeHNs.




Tlon:

He ca ycTaHoBEeHW pasnuuvsi BbB hapMakoKuheTukarta Ha aripiprazole npu
3paBU MBLXE W JXEHU, KAKTO U HFKaKBU 3abenexmn edeKTn Ha nona npu
nonynaLuoHHns apMakoKUHETMYEH aHanis Ha nauweHTnTe ¢ L3O pEHNA.

[lyiweHe u paca:

TMonynauvonsaTta apMakokMHeTUYHa OLIGHKa He & YCTaHOBunA KNUHUYHO
3HaUMMM  CBBbP3aHKW C  pacata WNuU  MyUIeHeTO  pasnuuus BbB
chapmakokmHeTKaTa Ha aripiprazole

EbbpeyHo yepexaane:

YcraHoBeHo €, Ye hapMaKkoKMHETUUHWTE CBOWCTBA Ha aripiprazole u dehydro-
aripiprazole npu naumMeHT ¢ TEXKO 6E6peyHo HapyLueHue ca CXofHu ¢ Tesu
fpy Miagu sapasu MHBUBUAN.

YepHoapobHo yBpexaaHe:
Mpu npoyusaHe C egHoKparHa [03a, Npw naLveHT ¢ pasnuyHa CTereH Ha

yepHogpobHa umposa  (Child-Pugh Classes A, B nC) He e ycraHOBEH
3HauMTneH ediekT Ha YepHoapobHOTO HapylleHue BhpXY hapMmakoKuHeETUKaTa
Ha aripiprazole u dehydro-aripiprazole, HO B Npoy4BaKETO Ca Gunn BKIIOUYERK
camo 3 mauvenTa ¢ Class C yeproapofta LMpo3sa, KOETO & HEAOCTaTLHHO 33
MpaBeHETO Ha 3aKMoUeHNe OTHOCHO TEXHUSA mMeTabonuTeH KanaumTer.

5.3 [penknnHUYHY aHHK 3a 6e3onacHoCT

FpeaknuHrytvTE SaHHW 33 BE30MaCHOCT HE C& NoKasanu HAKakbB crneundcunieH
oTpuLarterneH (yepexgail) edekr npyu Hoseka Ha BasaTta Ha KOHBEHUMOHaIHU
npoy4BaHus BbPXY (PapmMakornorusita Ha BesonacHoCTTa, TOKCUYHOCTTa NPU
MHOTOKPOTHOTO ~ MPUIIOXKEHUE,  FEeHOTOKCKYHOCTTA, KaHUueporesHocTTa W
penpoayKTMBHATE TOKCUUHOCT.

3HaUVMU TOKCUKONOIMUHN edexTn ca HabriofasaHi, SAMHCTBEHO rpu [0su,
fipEeBULLIABALLY 3HAYMTENIHO MakcumanHara f[osa npy HOoBeKa, KOeTOo MoKasBa,
ye Tesn edekT Ca OFpaHUYEeHW unKk HEe ca CcBbp3aHn U KMMHWYHOTO
npunoxeHue. Te BKIOYBAT: 4030-3aBUCKMA aApEHOKOPTUKaNHa TOKCU4HOCT
(nunodyCLH MUIMEeHTHO akymyrnvpaHe ninnn saryba Ha NapeHXUMHU KNeTK)
Apy nbxose, Npy 104-ceAMiuHO MpUNoXeHne Ha Aosn Ot 20 po
60 mg/kgiday (380 14 mbT  chpAMO cpeAHaTa paBHOBECHA AUC npu
MaKcuManHaTa npenopbyana Jo3a fipy 4oBeK) U MoBuLWaBaHe 1ecToTara Ha
afpeHoKopTVKanHuTe  KapuuHomn U koMBUHUpaHUTEe aAPEHOKOPTUKANHN
afieHOMW/KapLUHOMY TIPY JKEHCKM MbX0oBe, Npy Aosa 60 mg/kg/day (14 nbTH
cnpsMo  cpeaHa pasHoBecHa AUC npy makcumasHara npernopbHana A032 npy
YOBEK).




JlombrHUTENHO e HabriogaBaHa ¥ XorienuTrasa B pesyniaT Ha npeyunutipade
Ha cyndhaTHUTE KORIOraTU Ha XMapoKcunmpaHute metabonnti Ha aripiprazole
B XITbUKata Ha MaiiMyHW chiel MHOFOKpaTHU nepopanHu J[osu oT 25 Ao
125 mg/kg/day (1 po 3 nbTu chpsmo  cpepgHa pasHoBecHa AUC Ha
MakcuManHata npenopbuyaHa KnuHWdyHa gosa unue 16 go 81 nbTu
MaKcuMariHaTa npenopbyaHa £o3a npy 4oeeka Ha Gasa mg/m?). OcBeH ToBa,
KOHLeHTpaummTe Ha cyndyatHute KoHworaty sa  hydroxy aripiprazole B
YoBeLKaTa XKITbYKa Py MakcumanHaTa goryctuma nosa ot 30 mg JHEBHO, He
ca noeeye oT 6% OT KOHUeHTpaLMnTe YCTAHOBEHN B XITbUKaTa Ha MalMyHU
npy  39-ceAMMYHO MpOy4BaHe W ca Nop Texuute rpaHuum (6%) wa in vitro
pasTBOPUMOCT.

Bb3 OcHOBa Ha pe3yntaiute OT [MbAHWTE CTaHaapTHW TecToBe 3a
FEHOTOKCUYHOCT, € YcCTaHoBeHo, ye aripiprazole He e roHoToxcuueH. Vlpu
npoy4BaHuA BbPXY PenpopyKTWBHaTa TOKCMYHOCT, € YCTaHOBEHO 4e
aripiprazole He yepexga depmunuteTa. KbCHa TOKCUYHOCT, BKINIOYUTENHO A030-
3aBMCUMa KbCHa (hbeTanHa ocudiKaums 1 Bb3MOXEH TepaTtoreHeH edekT e
HabniogaBaHa nNpv  NALXOBE, Npv [O3KM Bodelun Ao cybTepaneBT4HU
KoHUeHTpalwn (BL3 ocHoBa Ha AUC) v npy 3ailum, npy [Aosu Bojelln 4O
koHueHTpaumy 3 u 11 NbTM cnpsAMo cpeaHMTE paBHOBECHU KOHUEHTpaLuuu rpu
MaxcuMarnHaTa npenopbyYBaHa [o3a B KIMHWYHATA npakTuka. TOKCU4HOCT mpu
Malikata ce fosBaABa NPy A03KM, nodobHW Ha Tesn NpOoBOKMpallX KbCHa
TOKCHMYHOCT.

6. GOAPMALEBTUYHU BAHHN
6.1 CnnchK Ha NOMOLWHNTE BewecTsa

Calcium silicate

Croscarmellose sodium

Crospovidone

Silicon dioxide

Xylitol

Microcrystalline cellulose (Avicel® PH 102/Emcocel 20 M®)
Microcrystalline cellulose (Avicel® PH 200/Emcacel LP200®)
Aspartame

Acesulfame potassium

Créme de vanilla (natural and artificial flavours)

Tartaric acid

Magnesium stearate

Indigo carmine E132 aluminium {ake

6.2 DOUINKO-XMMHWUYHN HECHLBMECTUMOCTH
Hama gadHn.
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6.3 Cpok Ha rogHocT
36 mecela
6.4 CneynariH¥ ycrnoBUsi HA C'bXpaHeHue

C uen npeAarassaHde OT Brara, JieKapcTBeHMAT MpomykT TpsioBa fa ce
CbXpaHsiBa B OpUrMHarHara c# oraKkoska.

6.5 [danHwu 3a onaKkoBKaTa

Jucneprupawmte ce B yctata tabneTkn ABILIFY ca noctaseH B anymuHueBU
BRMCTEPHN NEHTU B KyTusi, kato Gpost Ha TabneTkuTe B efHa OnakoBka MOXe fa
6bae choTBeTHO 14, 28, 49, .

He Bcuuku pasHOBUAHOCTKY Ha ONaKOBKUTE MOXE Aa ca perucTpupann.

6.6 [Mpenopwbku npm ynotpeda

He OTBapHﬁTe\ Grvucrepa npean fa CTe roToBW 3a npunoxexueto. 3a aa
B3cMETe efHa TabneTka, OTBOPETE OMNaKoBKaTa W OTCTpaHeTe (onueBoTo
ROKpUTME BBPXY Tabnetkata. He npasete onntv Aa usbytaTte Tabnertkara npes
chonMeBsoTO TNOKpPKTWE, 3allOTO TOBa MOXe jAa yBpean camarta Tabnetka.
Bennara crien oveapsiHe Ha Onuctepa, ChC Cyxu pble OoTAensATe enHa
tabrieTka ¥ LAnata § NocTassiTe BbPXy esvka cu. Tabretkata 6bp3o ce
pasTeaps OT crioHkaTa. Moxe [ja ce npuema ¢ unm Ges TeuHocT.He npasete
onuTy 4a pasyynute Tabnetkara.

7. WME W AOPEC HA MNPUTEXATENA HA PASPEWEHUETO 3A
YNOTPEBA

Bristol-Myers Squibb Bulgaria

Byn. “Topop AniekcaHgpos” bn.71
1309 Codcpusi

8. PEMACTPALUVOHEH HOMEP

9. J[ATA HA TbPBO PA3SPEIIABAHE 3A VIOTPEBA HA
FEKAPCTBEHWSA NPOOYKT

410. JATA HA (UACTUUYHA) AKTYATTU3ALINA HA TEKCTA.
KOnw 2005 r.




