JIucToBKa: HEGOPMANES 32 HANHEHTA

Onamszanun AkTaBHC S mg GpuaAMHpPann TabjleTKH
Olanzapin Actavis 5 mg film-coated tablets

Onanzanss Akrapuac 10 mg guamapans TadiaeTkH
Olanzapin Actavis 10 mg film-coated tablets

oyaH3anmuH (olanzapine)

IIpoueTeTe BHRMATEIHO TA3H JJHCTORK: ONpeaH A 3aNI09HETE Ja IPHEMATE TOB2 JICKAPCTBO, ThH

KATO TH ChAbpKa BaxkHa 3a Bac aadopmanns.

- 3anasere Ta3u JHCTOBKA. MOXe Ja ce HaIOKH Ja 1 poveTreTe OTHOBO.

- AKO MMaTe HAKAKBH JOITBIHHUTE/HU BBIIPOCH, MOMHTakTe Bamus nekap Wid gapMaLiesT.

- Tosa nekapcTBo € mpeankcano nM4HO Ha Bac. He ro npeorcrsneaiite Ha apyru xopa. To
MOXE Ja UM HABpEAH, HE3aBUCHMO Y€ NPH3HALIMTE HA TAXHOTO 3a00NsIBaHe Ca CHIIUTE KaTo
Bammwre.

- AKO TIONTyYHTE HAKaKBH HEXKEJIAHH peakiliH, yBenoMeTe Bamus nekap wiv ¢apmalesT. Tosa
BK/TIOYBA M BCHYKH BB3MOXXHH HEXKEAaHH PeakliMy, HEOIMHCAHY B Ta3H JIMCTOBKa. Brokre
TO4KA 4.

| K3NLAHWTENHA ATEHUA MO J’IEKRPCTBI’:TA

KaxBo ¢babpPXa TA3H JHCTOBKA
JlucmoBxa [Mpuaoxkerus 2

1. . Kakeo npencrasngea OnaHsaniy AKTABKC ¥ 32 KAKBO €€ H3IT0JI3

2. Kakeo Tpabpa na 3Haete, ipeiu fa npueMere Oans maam", ud?of é"/r bl ...
3.  Kak jaa npuemare Oﬂm AkTaBuc Paspewenie N " :
4. BBb3MOXHH HeXETaHH peaKlui - & 3 or—6 1 -09- 10

5 Kak na cexpansBate OnaH3amis AKTaBHC BG/MA/MP o N ASPT USRS LIPS
6.  ChbabpxaHue HA ONAKOBKATA Y NOIBIIHUTEIHA HHPOPMADHIDOHUS Ne .oocvoiveavivinciie it

1. Kakso npeacrapjssa O1anzanan AKTABHAC H 32 KAKBO C€ H3IOJI3BA

Onansarmy AKTaBHC ChIBPKA AKTUBHOTO BELIECTBO olaH3anyH. OnaH3andd AKTaBHC NIPHHAUICKH

KbM I'DVIIA JICKAPCTEA, HAPCUCHH aHTHIICHXOTHIIH H €€ U3MOJI3Ba 34 JICYCHHEC Hd CIACITHHTE ChCTOAHHA.

¢ MIH30¢ppEHNUs - 3ab0MABaHe CBC CUMITOMH KATO YyBaHe, BHK/1aHe WIH YCEIlaHe Ha HELA, KOUTO He
CHIIECTBYBAT, MOTPENIHA YOeXKIeHNA, HeoOHYaifHa OJO3PHUTEITHOCT H M30THPAHOCT. XopaTa ¢
TOBa 3a00/IBaHEe MOJKE CBINO /1a CE YYBCTBAT JeNPECUPAHU, TPEBOXKHH U HAlIPDETHATH.

. yMepEHH IO TEXKH MaHWHHH eITH301H ChC CHMIITOME KaTo B530yaa Win ey(dopHsL.

JokazaHo e, ye OnaHzanMH AKTaBHC MOXeE [a PEJOTBPAaTH [IOBTOPHATA NOABA HA T€3H CUMIITOMH
- TIPH NaUHEHTH ¢ OHNONIPHO pa3CTPONCTBO, NPH KOKTO MAHHHHUAT €MH30/] € OTFOBOPUIT HA JIEYCHHETO
C OJIAH3AIHH.

2. Kaxso TpsbBa 1a 3maere, mpean 1a npremere OaH3anwe AKTABHC

He npuemadTe Onan3anud AKTABHC |

¢ AKO CT€ AJICPrUYHU KbM OJIAH3AIHH, KbM (PBCTHLH HJIHA COA MJIH KBM HAKOA OT OCTAHAIHTE
CECTaBKH Ha TOBA JIEKAPCTRO (M30pocHH B TOMKA 6). AnepruvHaTa peakius MOXKE J1a ¢€ HU3sBH KaTo
obpuB, cepbesk, mogyBaHe Ha TMIIETO, MOAYBAHE Ha YCTHWTE WIH 3a0yX. AKO TOBa ce CiIy4uH ¢ Bac,
yBegoMeTe Baiua nekap. :

¢ AKO npeau cre OWM JUAarHOCTHLMPAHHA ¢ OYHM NIPOOJIEMH, KaTO HATIPAMED HA
rJIayKoMa (IIOBUIIEHO BETPEOYHO HANATAHE). - |

Ilpeaynopexaenns H Npeana3nd MEePKH

['oBopere ¢ Bauug nexap win dapManesT, npeau Aa npuemere OnaH3anuH
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* He ce npenoprusa ynotpedara Ha OnaH3amiH AKTABHC ITPH TTAlIHEHTH B CTapuecKa BB3PacT C
' JIEMEHITHS, ThH KaTO MOXKE /1a IMa CCPHO3HU HEXEJIaHU S(PEKTH.

¢ JlekapcTBaTa OT TO3H THII MOXKE a ZOBENAT 10 HeoOHUaiiHA IBHKCHUA, IPEIAMHO B 001acTTa Ha
JTHLETO HIIH e3uKa. AKO TOBA C€ CIIYYH CJiel] Karo cre npuend OnaHsaniH AKTaBHC, KaKETe Ha
Bamug nekap.

. @ JlexapcTBara OT TO3H THII MOraT Aa MpeIu3BHKAT MHOTO PAAKO KOMOHHALHMA OT BHCOKA
TEMIIEPATYPa, y4eCTeHO JHIlaHe, H3IOTIBaHe, CKOBAHOCT Ha MYCKYJIHTE H CBHJIMBOCT. AKO TOBA
Ce CIIy4H, CBhpIKETE ce ¢ Baimus jexap.

e [Ipu naumenrn, npuemaim OaH3amnmuH AKTaBHC & Ha0mozaBaHO MOBHILIABAHE HA TETJIOTO.
Bammiar nexap patea 1a npoeepsBa peAoBHO Ternoto Bu. OOMHCETe KOHCYITAIWA C Aaueronor
KM IOThPCETE CHACHCTBUE 32 CHCTABIHE HA JHETA, aKO € HEOOXOAHMO.

¢ IIpu nanpenru, npuemMaimy OJiaH3anmHH AKTaBHC ¢a HabmOJaBaHK BUCOKA KPBBHA 3aXap H BHCOKH
CTOMHOCTH Ha MA3HWHH (TPHINIHLEPHON H xXonectepon) . Ilpeau na sanousere jie4eHue H peIOBHO
[10 BpeMe Ha jiedeHreTo ¢ OnanzanvH AxTasuc Bamusr nexap Tpsadsa Ja MpoBeXaa KPhBHH
M3CIIE/IBAHHSA, 33 Ja NIPOBEPABA CTOMHOCTHTE Ha KPLBHATA 3aXap ¥ ONpeeIeHH Ma3HUHH. |

¢ Kakere Ha Bammus nexap, ako Bue win HAKOH Apyr B ceMeHcTBOTO BH HMa JaHHH OT MHHAJIOTO 32
KPBbBHH CHCHPELM, Thii KaTo yrnorpedara Ha JIEKapcTBa KATO TOBa ¢& CBbP3Ba ¢ 00pa3yBaHeTO Ha
KPBBHH CECHPELIH.

AKO cTpagaTte OT HIKO€ OT CliefHuTe 3a00maBatid, crobmere Ha Baning mekap KOJKOTO € BE3MOXKHO
O-CKOPO:

HHcynT WM ,,MUHE" MHCYAT (BpEeMEHHH CHMITTOMH Ha HHCYJIT)
bonect Ha Ilapkuncon

IIpoGieMu ¢ npocrarara

YpeBHa HenpoxoaAUMOCT (apaJiTHUEH HICYC)

YepHonpoGuu Wi 6L6pedHy 3a60IaBaHIA

3abonsBanug Ha KPBBTA

3abongaBane Ha CBPLETO

Huaber

['BpuoBe

AKO MUCIIHTe, Y€ € BB3MOXHO J1a MMaTe H3UepIIBaHe Ha COJIEBHTE 3allaCH HA OpraHu3Ma B pe3yJiTar
' Ha NPOABJDKHMTENHA TEXKKa JHApUs H NOBPHIIAHE, WIH yrioTpefa Ha AUypeTHLHM (00e3BOAHIBAILH
TabneTkn).

Axo cTpagarte ot aeMeHIHs, Bue win Bamuar Hactoiinuk/poaunsa TpaGra 1a yBegoMute Bamus
JleKap, aKO HAKOra CT¢ HMaIK HHCYNIT UIIH "MHUHH' UHCYAT.

Karo pyTuHHa npeanasHa MApKa, ako cTe Haj 65 rofuHH, KpsBHOTO BH Hajsrane TpaOea aa ce
KOHTpoAHpa oT Baima jekap.

Hela # 0OHOIIH
OnanzanuH AxTaBHC He € NpeJHa3HaueH 3a MalMeHTH, KouTo ca 1ox 18 rogunn.

JApyra gexapcrea H OJ1aH3anHHE AKTABHC
Tpabsa na kaxxere Ha Bamusg nekap wid GapMalieBT, aKo IIPHEMaTe, HACKOPO CT€ [IPHEeMAalTH WITH €
BH3MOXKHO /13 [IPHEMETE JAPYTH JIEKAPCTRA.

Jokato nmpoBexxnare seuenne ¢ OnaH3anui AKTABUC NMIPHEMAHTe APYTH JICKapCTBa CaMoO KOTaTo
Bamwuar sexap Bu e ka3an, ye Moxke a 1o HanpaBuTe. BE3MOXKHO € a IOMYBCTBATE CEHIMBOCT, aKo
npueMare OnaH3anmuH AKTABHC B KOMOMHAITA ¢ aHTHACIIPSCAHTH WIH C JICKApCTBA, K

[lo-cnenmanuo, yBepoMere Bammus nekap, ako npuemare:
® JIEKapCTBa 3a JieueHue Ha Gonectra Ha [lapkuHcoH
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¢ kapbaMasenHH (AHTHEIWIENTHK H CTA0MTH3aTOp HA HACTPOESHHETO), IIYBOKCaAMHH
(aHTHOHIIPECAHT) WIH LHANMPOQPIOKCAIHH (AaHTHOHOTHK) — MOXE Ja € HeoOXOAMMO Ja ce NIPOMEHH
Bamrara no3a OnanzaniH AKTaBHC.

Onan3zandae AKTABHC € AJIK0X0J1
He nwifte ankoxon, ako cre npueitd OnaH3aniuH AKTaBHC, ThH KaTO KOMﬁHHHpaHHHT HpHeM c
aJIKOXOJI MOXKE J1a IIPEAU3BHKA CHHIIHBOCT.

BpeMeHHOCT H KEpMeHe

Axo cTe OpeMeHHa WM KBPMHTE, CMATATE, Y€ MOXE J1a ¢Te OpeMEHHA MM IUIaHApaTe OpeMeHHOCT,
nocnhBeTraiiTe ce ¢ Bamusg srekap npean ynotpebara Ha ToBa nekapcereo. He Tpabea fa npHeMare TOBa
JIEKapCTBO TI0 BpeMe HAa KbPMeHe, Thil KaTo MaJIKM KolindecTBa OnaH3anuH AKTaBHC MOTaT J1a
pEeMHUHAT B KbpMarTa.

CnenndaTe CHMITTOMM MOTAT Ja CE MOSIBAT NPH HOBOPOJEHHTE, YHUTO MakKH ca npuemand OlaH3anuH
AXTaBHC B IIOC/ICHHHUSA TPUMECTBP (MOCTIEAHATE TPH MECeLa OT OpeMEeHHOCTTA): TPENEepeHe, MyCKyJIHa
CKOBAHOCT W/WITH ¢1aboCT, CHHJIKBOCT, TPEBOXKHOCT, MPoOIeMH ¢ AHLIAHETO M TPY/IHOCTH TPH
xpaHeHeTo. Ako Bameto 6e6e momytu HIKOI OT Te3H CHMITTOMH, TpAOBa Aa ce CBhpxeTre ¢ Banius
nekap.

IHojpupane u padoTa ¢ MAIIHAA

ChinecTBYBa pUCK OT NOsIBA HA CRHJIMBOCT, JIOKAaTO ce JiekyBaTe ¢ OnaH3zanmuH AKTaBHC. AKO TOBa C¢
CITyuH, He mrodHupaiiTe u He paboTere ¢ HUKAKBH HHCTPYMEHTH WIH MalIMHY. Y BeioMeTe Baniua
JIeKap. '

Onan3zanua AKTaBHC CHALPAKA JAKTO03a H coeB JennTHH (E322)

Axo Bamuar nekap Bu ¢ Ka3ain, 4e HMaTe HEMOHOCHMOCT KBM HSKOHM 3aXapH, CBBPXKETE C€ C HErO
TIpEIYA Ja TIPUEMETE TOBA JIEKApCTBO. - |

AKO cTe alepruuiM KM $BCTHIM WITH O, He TpaOBa ma npueMarte TOBa JIEKapCTBO.

3. Kak na npremate Oan3anan AKTaBHC

Bunary npuemaiite ToBa JIEKapCTBO TOYHO KakTo By ¢ kasan Bawusar nekap. AKO He CTe cnrypHH B
Hello, nomuTaiTe Bamus sexap win gpapManeBT.

BainusT nekap me Bu kake konxo TabIeTKH Aa NpHEMAaTe H KOJIKO JBAro TpAOBa 1a NpOARLKHTE Aa
rd B3emare. J[HEBHATA JO3a ONaH3aNHH € Mexay 5 mg u 20 mg. KoHcyaTHpa#iTe ce ¢ Baums nekap,
aKO CHMNTOMHTE C& BE300HOBAT, HO He cniMpailite npuema Ha OnanzanuH AKTABHC, OCBEH aKo
Bammusar nexap He By kaxxe Aa ro HanpaBHTe.

TpaGBa na npuemarte TabIETKUATE CH BeIHLK AHEBHO, clleBaliky NPENOPHLKHTE HA Baluus jsekap.
Onuraiite ce Ja npueMare TabneTKUTe MO €IHO U CHLIO BpEME BCEKH JCH.

Hiama 3sHadeHMe Qalid M npHeMarte ¢be KK 6e3 XpaHa.

®OunmMupanHTe TabneTkd OnaH3zanuH AKTaBHC ca MpejHa3HavyeHH 3a iepopaiiHa ynorpeba.
Tpabea na normemare Tabaerkure OnaHzandd AKTaBUC IIeJIH ¢ BOJA.

AKO ¢Te NpHeaH NoBeye OT HeoOXonaMAaTa 032 Onanzanee AKTaBHC
[TaupeHTH, KOHTO ca Npueny MoBeYe TabJIeTKH, OTKOJKOTO € HEOOXOAHUMOTO, ITPOIBABAT cne,uHHTe
CHMITOMH: YYECTEH ChbpJISUEH PUTHM, Bb30y1a/arpeCHBHOCT, IPoOIeMH ¢ TOROPA, He N
JNBHKEeHHA (0CO0EHO Ha JIHLIETO MJIM €3WKA) U IIOHKEHO HUBO Ha Ch3HaHKE. JIpyrH oasipreiifivgy al
na Opaar: cwiHa oObLPKaHOCT, MEPUYORE (EMUANEIICHA ), KOMa, KOMOHHAITHS OT BUCO , '
YYECTECHO AUINAHE, H3IOTABAHE, CKOBAHOCT HA MYCKYJIUTE H ChbHIIHBOCT, 3a0aBaHy H¥ ¢k
PUTHM, aCITHPALHS, BECOKO HJIH HUCKO KPLBHO HAJIAraHe, HAPYILICH PUTHM Ha -{: SO %:
HezabapHo ¢ Bamms nexap unm otuaeTe B Hali-Onu3kara OOMHULA, aKO TIONY A AR £
no-rope CHMNTOMH. [lokaxxeTe Ha ekapa onakoBKara Ha TabIICTKHTE. <\

3
DK/H/1495/1A/033G




AKO ¢T¢ NpOOyCHANH A2 npHeMeTe (O1an3anun AKTABHC
Bzemete TabneTkuTe, BegHara moM ce cetute. He B3emaiiTe Ape JTO3H B eHH ACH.

AKo cre cupenn npaema Ha (Qu1an3zanua AKTABHC

He cnupaiite npueMa Ha TabIeTkHTE caMO 3alll0TO CTE CE HO‘IyBCTBEIJIH no-gobpe. Baxo e na
NPOABJDKHUTE Ja pHeMate OlaH3anud AKTaBHC TOJKOBA ABJIT0, KOAKOTO Banmmar nekap Bu e xazain.
AXO H3BEIHBX CTIpeTe NMpueMa Ha Oran3ariil AKTaBHC, MOTAT A ¢e TIOSBAT CHMITTOMH, KAaTO
M3NOTABaHE, O€3ChHUE, TPENepeHe, TPEBOKHOCT WIH AACHE H MOBPhIIaHe. BaluaT jiekap Moxe Ja
Bu npeaioxku NOCTENSHHO a MOHDKUTE /103aTa TpeAu Aa CIIPETe ICYSHHETO.

AKO HMaTe HAKAKBH JOMBIHHTEIHHA BRIIPOCH, CEBP3aHH ¢ yiioTpebaTa Ha TOBA JIEKapCTBO, MIOMHATANTE
Bamus jiekap Wi qaapmauen'r

4. BE3MOXXHHA HEXKEIAHH PeaKIHH

Kakto BcHukH JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NIPCAH3IBHKA HEXKC/IAHH JICKAPCTBEHH PCAKIINH,
BBITPCKH YC HC BCCKH T'H MOJIYYaBa.

Kaxkere HezabaBHO Ha Bamusa nekap, ako HMare:

e HeoOMMAHHHM ABMWKCHHS NPENMMHO HA JIMLETO WK e3HKa (YECTa HeXelIaHa peaKiins, KOATO MOXKe
na 3acerse o | Ha 10 nanmeHTH) |

® KPBBHH CbCHPEUH BEB BCHHTE (HEYECTa HOXKeNIaHa peakiys, KOSTo MOoxKe Ja 3acerde 1o 1 Ha
100 nanmeHTH), 0OCOOEHO BEHHTE HAa KpaKara (CHMIITOMHTE BKJIIOYBAT NIOJyBaHE, DOJIKa K
3auepBABaHe HA Kpaka), KOUTO MOI'AT Ja [PEMHUHAT Mpe3 KPBBOHOCHHTE ChAOBE A0 OenHTe Apobore
¥ J1a IpHYHHAT OOJIKa B FBPJNTE H 3aTPYAHEHO AumaHe. Ako 3abenexure HAKOH OT TE3U

- CHMITTOMH, He3a0aBHO NOThPCeTe MEAMULIMHCKA IIOMOILL,

o KOMOHHAIMA OT TPECKA, YUECTEHO JHINAHE, M3TIOTIBAHE, CKOBAHOCT HA MyCKYJIMTE, 3aMasHOCT HIH
CHHJIMBOCT (MECTOTATA HA TasH HEWeENIaHa PeakLuA He Moxe Aa Obae OLICHEHa OT HAJTMHHTE
JaHHH).

MHOr0 YeCTHTE HEXEJIAaHU PEaKIHH (MOraT Ja 3acertar noseye or 1 va 10 naunenTn) ca:

' MOBHMLIAB2HE HA TETJIOTO, CHHJIMROCT; MOBUILIEHH CTOMHOCTH HA MPOJIAKTHH B KpEBTAa. B paHHHTE
€Taly Ha JICUCHHE, HAKOM XOpa Morar Aa MOYYBCTBAT 3aMasHOCT UITH ciabocTt (¢ HaBeH chpAedeH
PHTBEM), 0COOESHO IIPH H3MPABAHE OT JIETHANO WIH CEIHAJNO NIOJIOKEHHe, ToBa OOHKHOBEHO €
NpeMHHAaBa OT caMo ce0e CH, HO aKo He cTaHe, KaxeTe Ha Bawnsa nexap.

UecTuTte HexKeNnaHU peakuuu (MoraT aa 3acerdar Ao 1 #a 10 naiveHTH) ca: npoMeHH B 6pos Ha HAKOH
KPBBHU KIETKH U LHAPKYJHMPALIKTe MA3HHHH B HAUAIIOTO HA JIEYEHHETO, BPEMEHHO YBETHYEHHE Ha
YEepHOIPOOHHTE EH3MMH; TIOBHIIIEHH CTOMHOCTH HA 3aXapTa B KPBBTA M YPHHATA; MOBHINCHH HHUBA HA
NMHKOYHATa KHCETNHA B HA XpeaTHH QocoKnHa3aTa B KPBBTA; YyBCTRO 22 [VIall; 3aMagHOCT,
0€3MOKOHCTBO, TpENepeHe; HeobHuakuy ABIKEHH (THCKHHE3H ); 3alIeK, CYX0Ta B ycrara, OOpHB,
3aryba Ha CHJIa, CHJIHa YMOpa; 3abpiaHe Ha BOAa, KOETO BOIOH A0 NOJyBaHE HA PBLETE, INIC3CHHATE
HJIH CThI1aJIaTa; IOBUALICHA TEMIIEpaTypa; O0Ka B CTABHUTE; CEKCYalHa AuC(YHKIHA, KaTO HAMAJIEHO
JTHOHIO IIPH MBAKE H JKCHH HITH epEeKTHIHA TUC(YHKINA IPK MBXKE.

HeuecTHTe He)xenaHu peakumu (Morar fa 3acerHat 1o 1 Ha 100 naumeHTH) ca: CBPBXIyBCTBHTEIHOCT
(Hanp. NOXYBaHe Ha yCTATa H I'bPAOTO, CHpbexk, o6puB); quaber Wiy BiaoaBaHe Ha Auabera,
TIOHAKOra CBBEP3aHO ¢ KETOALMA03a (10ABAa HA KETOHH B KPHBTA H YPHHATA) HIIA KOMA,; rbplioae,
0OMKHOBEHO CBBP3aHH C AHAMHE34 3a I'BPYOBE (ENHICTICHA ); MYCKYJTHA CKOBAHOCT WIH Clasnr
(BKITIOYMTENHO ABWXKEHMS Ha OUMTE), CHHAPOM Ha HECIIOKOHHUTE Kpaka; nmpobneMu
3acKBaHe; 0ABEH ChPICYEH PHTEM, YYBCTBHTEIHOCT KbM CITHHYEBA CBETIIMHA; KbPBA

[10JyBaHe Ha KOpeMa; MOBHUIICHO OTJENIAHE HA CIOHKA; 3aryda Ha mamet Wwid 3ab proe ?* g A¥s)
He3abp>KaHe Ha YPHWHA, 3aTPyAHEHHEe [IPH YPHHHPaHE, KOCOIa,; JTHICa HIH HaM4 e L
Ca e -
MCHCTPYAJTHHTE LIMKJIH; MPOMEHU B I'EPAUTE NPH MBXE H 3KEHH, KaTO NMaToJIOrHY Haw o>
- . . ' L T
KEPMa HIH NAaTOJIOTUYHO HapacTBaHe.
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Penxute HexenaHH peakiuu (Morat aa 3acerHat A0 1 Ha 1 000 nanmeHTH) ca: HaMajiaBaHe Ha
HOPMAJIHATA TEIECHA TEMIIEPATYPa; HapyLieH ChPACUYCH PHTEM, BHE3aITHa HEOOSCHHMA CMBT;
BB3IAJICHHE Ha NIaHKpeaca, NPUUMHABALNO CHIHA CToMAalllHa DoNKa, TeMnepaTypa U rafcHe;
yepHrOApOOHO 3a00NgaBaHe, MPOABABALIO C€ C MOKBITIBAHE Ha KOXKATA H OeJIHTe YacTH Ha OUHTe,
3a60/I9BaHe HA MYCKYJIHTE, IPOABIBAILO ¢ B HEOOACHHMH OOJIKH H CTpafaHHA, H NPOABIDKHTEHA
W/MH GonesHeHa epeKLA.

MHoro peaxdre HexeNnaHU peakuus (Morar aa 3acersar g0 1 Ha 10 000 nanpeHTH) BKIFOUBAT TEXKKH
ATICPrHYHH peakiliiy, HANPHUMEp JIEKapCTBEHA PEaKIMs ¢ €03HHODWIHA H CHCTEMHH CHMITTOMH
(DRESS). DRESS ce nposBsBa NEpBOHAYAIHO KATO IPHIIOIIOAC0HH CHMITTOMH C JIMLIEB 00OpUB,
NocleABaH OT pa3pacTBaHe Ha O0pHBa, BHCOKA TEMIIEPATYpPa, MOAYBAHE Ha AUMPHUTE BH3IH,
NOBHIIEHH HHBA HA YePHOAPOOHWTE €H3HMH, YCTAHOBEHH MPH KPBBHU TECTOBE, U NNOBHIIABAHE HA
Opos Ha onpeaencH BHI OC¢lIH KPEBHH KIETKH (€03MHOMGHIHA).

Hoxato ripueMat OnaH3aniH AKTABHC, NANMEHTHTE B CTAPYECKA BB3PACT C IEMEHIIHS MOraT Ja

' [TONTy4aT HHCYJIT, MHEBMOHHS, He3aabppKaHe HA YPHHA, MaJaHHA, peKajieHa yMopa, 3pUTelIHH
XanmoIMHALKH, TTOBHINABAHE HA TEJIECHATA TEMIIEPATYpa, 3aYePBABAHE HA KOXKATA H 3aTPYAHECHO
xoneHe. Haxou cnydan ¢ araneH u3xoA ca OWIH NOKIAABAHK B Ta3d cnelM(yuyHa rpyna audeHTH.

[Ipn naitienTty ¢ dosecrra Ha [apkuracon, OnaH3amiH AKTaBHC MOXKE Ja BIIOLIH CHMIITOMHTE.

Cro0maBane Ha HeXKeIAHH PeAKIHH

AKO MOJYYHTE HAKAKBY HEXEIAHH JIEKAPCTBEHH PEaKiliH, yBeJoMeTe Baiiud nekap wiv gpapMauesnT.
ToBa BIIIOUBA BCUYKH Bb3MOKHH HEONIHMCAHH B TA3K JIHCTOBKA HEXENaHHW peakuMi. Moxere CBIIo Aa
CHOOIIKTE HEXKENAHH PEaKIMK AHPEKTHO Ype3 M3ITLIHHTEIHA A€M 10 JIeKapCeTBara, yi. ,,JlaMmsiH
I'pyeB” Ne 8, 1303 Codma, ten.: 02 8903417, yebeaiiT: www.bda.bg. Karo ¢robmaBare Hexxenanu
peaKilH, MOXKETe 1a AaIeTE CBOS MPHHOC 3a MOyYaBaHe HA MOBeYe HHPOpMALs OTHOCHO
6e30MacHOCTTa Ha TOBA JICKAPCTBO.

5. Kak aa coxpanasate Onag3anan AKTABHC
Ha ce chXxpaHsBa Ha MACTO, HEIOCTBIIHO 32 Aena.

He u3non3saiite TOBa NEKapcTBO cled CpoKa Ha FOQHOCT, OTOeNA3aH BEPXY KapTOHEHATa OIIaKOBKa
1K OaucTepa. CpoKBT Ha FORHOCT OTrOBapA Ha MOCHEAHHA A€H OT MOCOYSHUS Mecell,

Jla ce ChXpaHsBa B OPMIMHAJIHATA ONAKOBRKA, 34 JIa ¢e MpeArasv OT CBETJIMHA H BJara.

He M3xXBBpIgiiTE IeKapCcTBaTa B KaHAJIH3AMATA MJTH B KOHTEHHEPA 33 JOMAIIHHA OTNaxbLH.
Honwraiire Baiws papManeBT kak a M3XBbLPIIATE JICKAPCTBATA, KOUTO Bede HE H3NOI3BaTe. 1e3n
MEPKH 1€ CTIOMOTHAT 3a Ola3Basge Ha OKOJIHATA Cpefa. |

6. ChIbpxaHHe HA ONIAKOBKATA H XONBJIHATEIHA HEQOPMAAS

KakBo ¢chabpxa Onan3anad AKTABHC
- AKTHBHOTO BEILECTBO € OJIAH3AMHH.
- Bceaka tabnerka OnansanuH AxtaBic cbabpika 5 mg wid 10 mg oT akTHBHOTO BEILECTBO.
- [ToMolnHuUTE BelECTBa B AAPOTO Ha TabJIETKATa ca: 1aKTo33a, MHKPOKPUCTAITHA
KPOCTIOBWAOH, MarHE3HERB cTeapar U 3a PHIMOBOTO NOKPUTHE Ha TaOJICTRATY,
aJIKOXOJI, THTaHOB AuokcHA (E171), Tank, coeB neuutHH (E322) M kcaHTan

Kax m3raexaa Ounansanids AKTABAC H KAKBO ChALPXKA OHAKOBKATA
OsnaxzanuH AXTaBuc 5 mg (pruMHpana Tabnerka - Kpbria, IBOHHOH3ITLKHANA,
Tabnerka ¢ AuaMersp 8 mm u Mapkupano "O1" oT egHaTa cTpaHa.
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Onauzarmud AktaBuc 10 mg gpunmupana TabGnerka - Kpbria, ABOMHOM3ITBKHANA, 6sna GpuIMEpaHa
Tabnetka ¢ AuaMeTsp 10 mm, 1 Mapkupaso "0O3" oT efHaTa cCTpaHa.

BuzioBe OIMaKoBKH
bmucrepu: 7, 14, 28, 30, 35, 56 u 70 dunimupanu TabaeTKH.
OnakoBky 32 Tabnetku: 100 a1 250 dpunmupany TabaeTky.

He BcHuku BHIOOBEC OIIAKOBKH MOraTt Ja 6’5,[[3T ITYCHATH Ha I1a3apa.

IpaTexaTen HA pa3pemieHAETO 32 YHOTPE0a H NPOHIBONHTE/]
Teva B.V.

Swensweg S

2031 GA Haarlem

Hupepnangus

Ilpon3BoaATENH:
Actavis Ltd., "
BLB015-016,

Bulebel Industrial Estate,
Zejtun ZTN 3000,
Manta

Actavis Group PTC ehf.
Dalshraun 1 |

220 Hafnarfjérdur
Hcnanomua

bankandapma-Aynauna AJl
yi. ,,CaMOKOBCKO 1oce* 3

2600 ymuuna
benrapua

To3n JAexapcTBeH NPOAYKT € pa3pellleH 3a ynoTpeda B abp:xapuTe 1ienkn sa EUII noa

. CJICIHATE HMEHA

Jlanua | Olanzapin Actavis

briarapusa OnaH3anuH AKTaBUC 5 mg GUIMHApPAHH TabNeTKH
Onanzanud Axtapuc 10 mg ¢rnMupanu TabneTky

PyMBHUS Olanzapind Teva 5 mg comprimate filmate
Olanzapini Teva 10 mg comprimate filmate

IHIeeina - Olanzapin Actavis

Cnogamka pemy0imka Olanzapin Actavis 5 mg filmom obalen¢ tablety
- Olanzapin Actavis 10 mg filmom obalene tablety

Jdara Ha HoCJeAHO npepa3raexaaHe Ha JucToskara — 07/2023
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