JNBCTOBKA: UHOOPMAIIESA 3A IOTPEBHATENL 1A

0] i
ABILIFY 15 mg Ta6aerku i g?‘ %025 fp E/j? Oﬁ
Aripiprazole (Apununpazon) S
IIpoviereTe BHAMATENHO NAKATA JACTOBKA UPENH Ja 3aH0YHETE XA HPHEMATE TOBA JEKAPCTBO.
= 3anazete Ta3| JHCTOBKA. Moske fia HMaTe HYKAA Aa A IPOYETETe OTHOBO.
= AXO MMaTe HAKAKBH JOIFBIHHTENHY BEIIPOCH, TIONMTalTe Bamgs nexap M ¢apMalepT.

. Tora siexapcTBO € NpeAuxcano JHYHO Ha Bac. He ro npeorcrrusatite a2 ipyru xopa. To moxe
X2 ¥IM HaBPeMIH, He3aBHCHMO OT TOBa, Ue TEXHMTE CHMIITOME Ca ChLIUTE KakTo Bamure.

= Axo Hikol o1 Hexenanure ehekTH CTaHe cepHoaeH M 3a0enexuTe ApYTH, HCOIIHCAHH B e |
JNHACTOBKE HEKEJIAHN PeaiIfi, MOJE YBeoMeTe Barnpsg Jiexap 1l $JapMalesT.

B 1236 ancresKa:

1.  Kaxso npencrapmsea ABILIFY H 3a Kakso ce H3IION3E4
2. TIpenu pa npuemere ABILIFY

3.  Kak ga npuemare ABILIFY

4, Br3MoKHE Hexenany peakipg

5.  Croxpanenne Ha ABILIFY

6.  JommimurenHa HHPOPMAImL

1. KAKBOIOPEACTABJ/IABA ABILIFY H 3A KAKBO CE H3HOJI3BA

ABILIFY e egmEB OT NpeACTABHTENATE HA rPYNAaTa JEKAPCTER HAPeTeHA AHTHICHXOTHIH.
Toli ce w3nonzea 3a NeyeHHe Ha BE3PACTHH, CTPaZally oT 3ab0NsBane, XapakTepH3HpPaIID Ce ChC
CHMIITOMH KaTO YyBaHe, BIXAAHE WM YeelaHe Ha Hellla, KOMTO peaiHo He ChIECTRYBAT,
HOHO3PHTEIHOCT, NOrpeIHH yoesueH s, o0LpkaH (HeCBHP3aK) IOBOP H IIOBEACHHE, KAaKTo H
oTerdenye. Xopara ¢ TakoBa CECTOAHME MOJKE J1a H3NaJHAT B JeNPECHd, Ja H3NHTBaT YYRCTBO Ha
BHHA, TPSBOKHOCT HIH HallpeKeHHe,

2. IIPEJHA JA IPHEMETE ABILIFY

He npuemaiite ABILIFY:

- aKo CTe anepriuyuy (CBPHXYYBCTBHTEIHH) KBM apHITHIIPa3oJl HAH KBM HAKOS OT JPYTHTe
cbetasky Ha ABILIFY.

O6npoere cHerpaH0 BHEManEe nps negeanero cee ABILIFY ako crpagate oT:

n Jmaber

- Erminercus

= HFincynT vima “MHKpO”™ HHCYRT

Axo cTpamare oT xeMeHIUs (3ary6a Ha rfaMertTa Wil JpyTH YMCTBEHH clocoOHocTH), Bue mnnBam
6amu3eK Tp=bBa Aa yBenomute Baius fekap Jamy cTe NpeKapaiy HECYIT Wik “MHKpPO” HHCYNT.

Hma G‘BOﬁI!IeHH}I 3a OpofABa Ha CYHHOHAHO HOBEACHUE H MUCIIH 3a C&MO}'ﬁHﬁCTBO Ii0 BpEME Ha JICYCHHS
C apHnynpasodi. Veepomere Bammis JicKap H633.68.BHO, aKO UMaTS MECHH HITH YYBCTBa, KOHTO 4a ca
HacoUueHH KbM Bamero CaMOHAPaAHKWTE.

Hdena ¥ xonomm 7 o 2
ABILIFY He ce npiiara npH JAena ¥ 10HoM, THH Karo He € POyYBaH IpH NalHeHTH nox 8. 7 - -
romymea pe3pact. Koncysrupatite ce ¢ Bamua nexap unu $apMauest npeny a npneme're ABILIFY

Ilpaem Ba APYrHE AeKapcTBa

143




Moz unbopmupaiite Bampad Jekap wnm ¢apMalleBT axo IIpHeMare RN HACKOPO CTE MPHEMATH
ApPYTH JIEKapcTBa, BIMIOYHTETHO H TaKHBa, OTNYCKaHH Oes penenTa.
- Koraro npremare ABILIFY, npuema Ha ipyry nekapersa tpadBa Aa ¢rasa, caMo KOratTo

Baunmst rexap Br e kasan, ye ToRa ¢ BE3MOMHO.
- JlexapcTra noHmKaBad KpesHoTo Hasrade: ABILIFY Moske xa yBenHuuu efekra Ha
JISKApCTRATA, H3TON3BAHH 33 HOHIDKABAHE HA KPBEHOTO HAJLIrane. Y BepeTe ce, ue Bamus nexap

3Hae, 4ye OpHCMaTe JIEKaPCTRA 3a KOHTPOJAKNpaHe Ha KPBBHOTO HalIAraHe.

IIprem va ABILIFY ¢ xpana 0 RaHTKH
ABILIFY mosxe Ia ce ITpHeMa HE3aBUCHMO OT pexuma Ha xpaHeHe {c 1w Ge3 xpana).

Vnorpebara na amkoxon 1psbea fa ce n3bsrea No Bpeme Ha nevesre ¢ ABILIFY.

BpeMeHHOCT H KbpMeHe
B ciay4aii Ha GpemenHocT Bre He Tpsaoea Aa npuemate ABILIFY, ocBer ako He cTe ro OOCHIFITH C

Banmnas nexap.
HeszabapHo yBenoMere Bammug nekap, ako cTe 6peMeHHa, oxo3uparte de ¢re Gpemenda Wiy

TUIaHMpaTe OpPeMEeHHOCT.

KzpmemmnTte makixn ve Tpafea Ja nprematr ABILIFY.
Hpu xepMese yeeaoMeTe He3a0aBHO BaIums NeKap.

Ilfodhapane B padoTa c MAMHAEA
He 1modupaiite 1 He H3NON3EAIITE KAKBATO 1 A4 € TEXHUKA TIPS/ ) YCTAHOBMTE Kak Ba BE3pelicTBa

ABILIFY.

Baxea AHGOpMANEA OTHOCHO HAKOH 0T cheraBkaTe Ha ABILIFY
Axo Bamuar nexap Bu e xa3pal, 3e HMaTe HefOHOCHMOCT KBM HAKOH 3aXapH, NIOCLBETBAITE ce ¢

Herc npejyu #a 3aoYHeTe IIPHEMA Ha TOBA JIEKapCTBO,
3. KAKJATIPHEMATE ABILIFY

Bunaru npuemaiite ABILIFY, Taka kakro Bu e HHCTpyKTHpan Hekapi. AXKO He CTe CHIYPHH B HEmQ,
TochBeTBaliTe ce ¢ Bamng siekap win dapmanest. OdnyaiinaTa xo3a e 15 mg BegaBRK AHEBHO.
Benipexu Tora, Bammat rekap Moxe 1a Br npenmuie no-HHCKa MM ITO-BHCOKA 033, KO MaKCHMYM

30 mg BenEEXK JHEBHO.

Axo cusrate, e edexra na ABILIFY e npexanetio cunen wim npexaneno cnab 3a Bac, obceaerero ¢
Banpis nexap wiH (apMailesy.

Onnraiite ce aga npaemate ABILIFY 1aGnerxn 1o eguo A chAo speve BeexH ged. Hava
3HayeHMe JalH I'H NpreMate ¢ und Oe3 xpana. Bunaru npremalite TabneTkiTe HelH, ¢ BOK2.

Jlopa aKe ce WyBCTBaTa mo-#edpe, He npomeraiire nosara ABILIFY u He crmpaiite nevenuero, 63
[pejd TOR2 fia CTE €& KOHCYTTHpany ¢ Baumia nexap. .

Axo opHeMeTe HOBede OT HNpegnHcanoTo Koanyecreo ABILIFY

Axo ycraHOBuTE, Ye ¢Te npHeii noseve Tabnetku ABILIFY oT npennucanure (HIH ako HAKOH APYT €
npyer ot Baware Tabnerku ABILIFY), requara norspeere Bamg nexap. AKo He MOXKe 1a ro
OTKpHeTE OTHAeTe B Hafi-Onm3KaTa OoHHIA ¥ HOCeTe Che cefe CH ONaKOBKATA HA EKAPCTBOTO.

Axo 3a0paeaTe aa B3emere ABILIFY
AKo npomychere Ja NpHeMeTe HAKOA 1033, B3eMETe % BE3MOMKHO Hali-CKOpO CJIE/l KaTo Ce CETHTE, HO

HES HPHGMB,HTG HBE AO3H B €HH H CBINH JCH. ,_:w o

-,
[
” ¥ [ - 2,

Axo BMaTe JPYrE BEUPOCH OTHOCHO NpPHEMAa NA TOBA HeKapCTBO, MOCHEETBANTEe cefc Bammr* e
Jexap uin gapManesT. /’ S ,
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4. BB3MONHH HEXEJAHY PEAKTIAM

Kaxro owurwy nexaperea, ABILIFY Moxxe na npequ3BHKa He)KeJIAEM Peakliig, BbIPeKH e He BCeKH
I'ti HOYYABa.

Yecrd HEKeHANM JEKAPCTBEHH peaknmH (Toeeye or 18a 100; mo-manxo ot 1na 10 nanuenTa)
I'naBobonue, HeoOuyaiina yMopa i cnaboct, rajieHe, HOBPHIIANE, HENPUATHO YCEIIaHe B CTOMaxa,
3aneK, 3aMastHoCT, NPOdIeMH CBC ChHS, Oe3MIOKOHCTBO, CBHIIMBOCT, TPENEPEHE M 3aMEBITIEHO 3peHHe.

AKO CHCTOSHHETO HPOALJDKHA HAH Ce BIONIH, CEBpKeTe ce ¢ Bamas .nelcap BL3MOXNHO Hall-

obp3o.

He gecTH BeXeaHA JeKapcrBend peaxaay {osege or 1Ha 1000; mo-Manko or 1xa 100 nanHesTH)

HekOHTpoIHpaHo NOTPEHRAHE MM PE3KH ABIDKCHNS, IEPY.
Ilpy pHaKoH NamEenTH MOJKe Ja € Hal|re 3aMalipate, 0co0eHO TIPH MBNpaBdHe OT JErHanO Wi
CEeIHATO NONOXKEHNE WY YCKOPEHa ChPAETHA JECTOTa. AKO TOBA €€ CIIyUH, MOJS IOThpCere

JeKapcK: HOMOH BL3MOUKHO HAH-0LP30.

Penxn neresany jeKapeTeens peakund (noseye or 1Ha 10 000; mo-manxo or 1sa 1000 nanuesTs)

KomOuHamia oT BHCOKa TeMieparypa (Tpecka), MycKyHa CKOBaHOCT, YSeCTeHO AHUINaHE,
H3NOTABAHS, 3AMBIJICHO CE3NAHNE, BHE3allHa TIPOMAHA B KPBBHOTO HaNAraHe B ChPASYHATa YeCToTa.
Axo ToBa ce cirywt gokaro npremare ABILIFY, HezabaBHO norspcere Bamua qexap.

MHuoro peKkH HexXeNaHH JEeKAPCTBend pearumn (mo-Manko ot 1xa 10000 namuesTH)

Anepruyna peaxipis (Hanp. NOJyBaHe HA ycTaTa H IEPIOTO, ChpOesk, 0OpHB), MORMIIEHO
CIIOHOOTAEIIHE, HapymeH roBop, HEPRHOCT, BE30YAa, IPHNaILK, Cho0MeH s 32 abBopMHE
J1a00PATOPHA CTOMHOCTH Ha [IOKa3aTeNH Ha (DyHKUHATA Ha YepHUs Apod, BE3NalcHHe Ha NaHKpeaca,
NPONBIDKETENHA F/WiH Gone3HeHa epeKyis, MycKyIHa Gomxa, cnabocT, CKOBaHOCT HITH KpaMIilH,

CYBITHAHH MECIIH.

Ylpu HiKOM BB3pacTHH NALMENTH ¢ JeMeRIH ce choDImaBa 3a mosede QaTanH: HHIHASHTH 10 BpeMe
Ha pHeMa Ha apunanpazon. OcseH T0Ba ce crobImasar i CIyydau Ha MECYAT WM “MHKPO” HHCYJIT.

HpH HAKOH HAIUEHTH MOJKe A4 HAaCThIIM MOKaYBaHe HIBOTO Ha KPBEBHATA 3aXap, KaKTO H Ha4Yalro HITH
BIIOINAEAHE HA m&aﬁe’r, HJIH 3aTpyAHEHO KOHTPOIHPAHe Ha TeNecHaTa TEMIISpaTypa FIH NPETpABaHe.

Axo 3abenexuTe BIKAKBY HeyKellaHH ISKapCTREHM PEaKifHH, He CIIOMEHATH B Tasd JHICTOBKR, MOJSA
yeenomere Bamnag Jexap nag gapManesT.

5. CBXPAHEHHE HA ABILIFY
CrxpanaeaiiTe Ha MecTA HENOCTHINHE 32 JEeNa.

He usnomseaiite ABILIFY creg n3Tiyarne Cpoka Ha FOJHOCT, 0TOeia3aH BEPXy OmicTepa WM
KapToHeHaTa ONaKOBKa.

C orneq npeanasBane OT OBJIAXKHABAHE, CBXPaHsBaliTe NeKapCTBEHE NPOEYKT B OPHT HHANHATA MY
OTIAKOBKA.

JlexapcTsara He Tpa0Ba Aa ce WSXBBPIAT B KaHaina wix 6oxmnyka. Ionuraiite Bamus cbapmauen*r KBJE
N

Ja M3XBBPNMTE JIeKapeTBa, KOHTO Bewe He BH TpaGat. Tesu Mepky 1ie NOMOTHAT 32 Offa3pare Ha
OKONHATa Cpepa. 7

6. JOODLJHHTEIHA HOOOPMANHA
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Kakxgo cepppixa ABILIFY

x AKTHEHOTO BEINECTBO e apununpason. Beaxa Tabnerka ceabpxa 15 mg apuimnpazosn.

n Jlpyrure cheTABKE Ca MOHOXHPATHA JIaKTO3a, HAPSBHYHO HUINECTE, MUKPOKPHCTAIHA
1IEYII032, XHAPOKCHITPOTHANINEITYII03a, MATHE3HER CTeapar, JXBNT jxeneseH oxeun (E172).

Kak marnesxga ABILIFY B KakBo cbABLPa 0HAKOBKATA

Tabnerxkure ABILIFY 15 mg ca KpBIVIH H JKBITH Ha LIBAT, Mapkupasd ¢ A-009 i 15 pepxy endara
crpasa.Te ce npeyrarar B nepdopupany OAHCTEPH ¢ SHROKPATHH JO3H, HOCTABSHH B KAPTOHEHH
KyTHH, ChuLprxany 14, 28, 49, 56 pnu 98 rabnerku.

He Beaka oT onakoBK#Te MOXKE fa ce HaMHpa Ha nasapa.

IipuTe:areln Ha pazpenieHHeTO 32 yHoTpeda
Bristol-Myers Squibb Bulgaria

Vi, “20-1eE atipan” Ne 6

1606 Codus

YlpomsBopnren

Bristol-Myers Squibb S.r.1.
Contrada Fontana del Ceraso
1-03012 Anagni-Frosinone - Hranus

3a mnbopmamfm OTHOCHO TOBAa JICKapCTBO, MOJI HA €€ CBBPIKETE C MECTHOTO MNPEACTaBUTSACTEO HA

NpETEKATEN Ha paspenIeHueTo 3a yriorpeba:

Belgique/Belgié/Belgien
BRISTOL-MYERS SQUIBB BELGIUM SPRL/BVBA
Tél/Tel: +32 2 352 74 60

Ceska republika
BRISTOL-MYERS SQUIBB SPOL. SR.O.
Tel; +420221 616 111

Danmark
BRISTOL-MYERS SQUIBB
TIf +45 4593 05 06

Deuntschlard
BRISTOL-MYERS SQUIBB GMBH & CO. KGAA
Tel: -+49 89 121 42-0

Eesti
BRISTOL-MYERS SQUIBB EESTIAS
Tel: +372 640 1301

Eilada
BRISTOL-MYERS SQUIBB E.ILE.
Tk +30 2 10 62 49 300

Espaifia
BRISTOL-MYERS SQUIBB, S.L.
Tel: 34 91 456 53 00

France
BRISTOL-MYERS SQUIBB SARL
Tél: + 33 {0)810 410 500

Luxembourg/Luxemburg
BRISTOL-MYERS SQUIBB BELGIUM SPRL/BVBA

Tél/Tel: +32 2 35274 60

Magyarorszag
BRISTOL-MYERS SQUIBB
GYOGYSZERKERESKEDELMI KFT
Tel.: +36 1 301 9700

Malta

BRISTOL-MYERS SQUIBB S.R.L.
Tel: +39 06 50 39 61

Nederland
BRISTOL-MYERS SQUIBB BV
Tel: +31 34 857 4222

Norge
BRISTOL-MYERS SQUIBB
Tif: +47 67 55 53 50

Osterreich
BRISTOL-MYERS SQUIBB GESMBH
Tel: +43 1 60 14 30

Polska
BRISTOL-MYERS SQUIBB POLSKA SP. Z 0.0.

Tel. +48 22 5796666

Portugal
BRISTOL-MYERS SQUIBB FARMACEUTICA. )

PORTUGUESA, LDA =7
Tel: +351 21 440 70 00 S
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Ireland

Slovenija

BRISTOL-MYERS SQUIBB PHARMACEUTICALS LTD BRISTOL-MYERS SQUIBB SPOL. SR.O. .

Tel: +353 (1 800) 749 749

Tsland
VISTOR HF
Simi: +354 535 7000

Ttalia
BRISTOL-MYERS SQUIBB S.R.L.
Tel: +39 06 50 39 61

Konpog
AKHF JTANATIOTOY & Y102 E.ILE.
TnA: +357 22 677038

Latvija

BRISTOL-MYERS SQUIBB POLSKA SP.Z.0.0.

PARSTAVNIECIBA LR
Tel: +371 7103131

Lietuva

BRISTOL-MYERS SQUIBB POLSKA SP.Z.0C.0.

ATSTOVYBE
Tel. +370 5 2790 762

JlaTra na nocjiexHo oxo0peHHe HA JIHCTOBKATA

Tel: +386 1236 47 00

Slovensk4 republika
BRISTOL-MYERS SQUIBB SPOL. $ R.O.
Tel: + 421 2 59298411

Suomi/Finland
OY BRISTOL-MYERS SQUIBB (FINLAND) AB
Pub/Tel: 358 9 251 21 230

Sverige

BRISTOL-MYERS SQUIBB AB

Tel: +46 8 704 71 00

United Kingdom .
BRISTOL-MYERS SQUIBB PHARMACEUTICALS LTD
Tel: +44 (0800) 731 1736

TTonpobua HHpOpMAaNHs 32 TO3X JEKapCTREH MPOAYKT € NpefocTaseHa Ha yeb calita Ha Erponefickara

areHuus 1o nexapcereara hitp://www.emea.eu.int/
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