JIncToBKa: nHGOpMALIHS 32 NANHEHTA A Jold e 7 / é/

Oaanzanua AkTaBuc S mg puamMupanu Tab/ieTKH )
Olanzapin Actavis 5 mg film-coated tablets FALT-F 0 3 -03- 2026

Oaanzanun AkraBuc 10 mg puamupann tabieTkn
Olanzapin Actavis 10 mg film-coated tablets

onaH3anuH (olanzapine)

[IpoyeTeTre BHHMATE/IHO TA3H JIHCTOBKA NPe/IH Aa 3aN0YHETe 1A NPHEMATE TOBA JIEKAPCTBO, Thil

KATO TH CbAbPKA BakHa 3a Bac undopmanus.

- 3anasere Ta3u JMCTOBKA. MoXe J1a ce HAJI0XKH J1a S IPoYeTeTe OTHOBO.

- AKO UMaTe HAKaKBH JIOITbJIHUTE]IHH BBIIPOCH, nonutaiTe Bawus nekap uiam ¢papmauesr.

E Tosa nekapcTBo e npeanucaHo Ju4yHO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To
MOXKE J1a UM HaBpeJH, HE3aBUCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00JisBaHe Ca CBIIUTE KaTo
Bawwure.

- AKO MNMOJIYYHTE HAKAKBH HEXKEJIAHU peakluu, yBeaomere Bawus nekap wiu ¢papmauent. Toa
BKJIIOYBA U BCHYKH Bb3MOKHH HEXKEJIaHU PeakLMU, HEOMTHCAHM B Ta3H JIUCTOBKA. Buxkre

TOYKa 4.

KakBo ¢cbabpika Ta3H JIHCTOBKA
KakBo npeacrapnsa Onan3zanuH AKTaBHC M 3a KAKBO C€ U3M0JI3Ba

Kakso TpsabBa na 3Haete, npeau na npuemere Onan3anuH AKTaBuC
Kak aa npuemare OnaH3anuH AKTaBUC

BBb3MOKHH HEXKEIAHU peaKLiuH

Kak na cexpanssare OnaH3zanuH AKTaBUC

ChabpkaHHE HA ONAKOBKATa W JOMbJIHUTE/IHA HHPOPMALIKS

SN QPG Tl Isa, pi

1. KakBo npeacraBiasiBa OJ1aH3anuH AKTABHC H 32 KAKBO C€ H3M0./13Ba

Onan3anuH AKTaBUC CbbpKa aKTUBHOTO BELLECTBO OnaH3anuH. OjaH3anuH AKTaBUC NTPUHAUIEKH
KBM Ipyna JIeKapCTBa, Hape4e€HH aHTHIICUXOTHLIM M C€ M3I10J13Ba 3a JICYEHHE HA CJIEJIHUTE ChCTOAHHA

® H30(peHus - 3a00J15BaHE CHC CUMIITOMH KATO YyBaHe, BU)K/IaHE WIH YCelllaHe Ha Hellla, KOUTO He
CBLUECTBYBAT, MOrpeLIHH YOexKAeHUs, HeOOHYalHa MOAO3PHTETHOCT W M30JUpaHOCT. Xopara ¢
TOBa 3a00/1BaHE MOXKeE CBIILO /1a C€ YYBCTBAT JACNPECHPAHH, TPEBOKHHU M HATIPErHaTH.

® YMEPEHH /10 TeKKH MaHUHHH €IU30/1M CbC CHMIITOMHU KaTo Bb30yaa uiun eydopus.

Jloka3aHo e, ye Onan3anuH AKTaBMC MOXe Jla NPea0TBPaTH NMOBTOPHATA MNMOsSBa HA T€3H CUMITTOMH
[PH MaLMEHTH ¢ OMMNONAPHO pa3CTPOHCTBO, NMPH KOMTO MAHMMHHUAT €MU30/1 € OTTOBOPHII HA JICYEHHETO

C OJIaH3allHuH.

2. Kakso TpsadBa 1a 3Haerte, npean aa npuemere OJlaH3anuH AKTaBHC

He npuemaiite O1an3zanun AKTaBHc

® AKO CTe aJI€pru4yHH KbM OJIaH3alHH WKW KbM HAKOS OT OCTAHAJIUTE ChbCTABKH Ha TOBA JIEKAPCTBO
(M30poeHH B TOuYKa 6). AjlepruyHara peakuus Moxke Jia ce M31BH KaTto oOpuB, ChpOex, nojayBaHe
Ha JIMLIETO, MOJyBaHe Ha YCTHHUTE WK 3a7yX. AKO TOBa ce ciyuH ¢ Bac, yBenomere Baius nekag

rjaykomMa (rnoBHLIEHO BbTPEOYHO HAJISITaHE ).

[IpeaynpexaeHns H npeaAnasHH MepKH
[ oBopere ¢ Bawuusa nekap win papmauent, npeau na npuemere OsaH3anuH AKTaBKC.
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e He ce npenopkusa ynotpebata Ha OnaH3anuH AKTaBUC NPH NALMEHTH B CTap4ecka Bh3pacT C
AEMEHUMA, ThH KaTO MOXKE J1a HMA CEPHO3HU HEXKENAHH eheKTH.

e JlekapcTBaTa OT TO3M THII MOXe J1a 10BeAaT A0 HeoOHUaliiHH JBIKEHHI, IPEAHMHO B 001acTTa Ha
JIMLIETO HIH €3HKa. AKO TOB2 Ce€ CIIy4H cliel KaTo cTe npHend OnaH3anuH AKTaBHC, KaXKeTe Ha
Bainug nekap. - .

e JlekapcTBaTa OT TO3H THII MOTAT JIa NPEAW3BUKAT MHOTO PAAKO KOMOHHALIHS OT BUCOKA
TEMINEPATYPa, YHECTEHO JHINAHE, H3NOTABAHE, CKOBAHOCT Ha MYCKYJIUTE H CbRIIMBOCT. AKO TOBA
C€ CITyYH, CBBpPXKETe ce ¢ Bawmus siekap.

¢ [Ipu naumenTn, npuemamu OnaHzanuH AKTaBHC € HaOJI0AaBaHO MOBHINABAHE HA TETMOTO.
BammaT nexap Tpa6Ba aa npoBepaBa peOBHO Ternoto Bu. OOMHcIeTe KOHCYITALIMA C HETOIOT
WIH NOTBPCETE CHACHCTBHE 38 ChCTABAHE Ha JHETa, aKo € HeoOxoanMo.

o Ilpu naunenTH, npuemaiuy OnaxHzanuH AKTaBUC ca HaGIIOAaBaHY BUCOKA KPbBHA 3aXap H BHCOKH
CTOHHOCTH Ha MA3HHHH (TPHIJIMLIEPHAH U XonecTeposn) . [lpeau na 3anouHeTe NEUCHHE H PEROBHO
1o BpeM¢e Ha JledeHHeTo ¢ OnaH3anuH Aktasuc Bamusat nekap Tpa6Ba aa nposexna KpbBHH
H3Cc/ieBaHH4, 33 1a IIpoBEpABa CTOHHOCTHTE Ha KPbBHATA 3aXap H onpeaeNeHH MasHHHH,

o Kaxere Ha Bamus nekap, ako Bue unu Hakoit npyr B cemeiicTBoTo BH HMa JaHHM OT MMHAIOTO 33
KPBhBHH ChCHPELH, Thii KaTO ynotpedara Ha NeKapcTBa KaTo TOBa Ce CBBP3Ba ¢ 00pa3yBaHeTo Ha

KPBbBHH ChCHPELIH.

AKO cTpajare OT HiKOe OT crefinuTe 3aboaBaHu, CrobIIeTe Ha Balna exap XONKOTO € Bb3MOXKHO
Nno-CKopo:

HucynT wnM ,,MHHH HHCYNT (BPEMEHHH CHMITTOMH Ha UHCYJIT)

bonect Ha ITapkuncoH

[Ipobnemu ¢ npocrarara

YpeBHa HeNMpoxoaAUMOCT (NapaJHuTHUYEH UIIEYC)

YeproapobHu wiu 616peunn 3abonssanng

3abongaBaHig Ha KpbBTa

3abonseaHe Ha CHPLETO

Inaber

['bpuoBe

AKO MHCIIHTE, Y€ € Bb3MOXHO J1a UMaTe H3YepIBaHe Ha COJIEBHTE 34MacH Ha OpraHu3Ma B pe3yJTar

Ha MPOOB/KHTEIHA TeXKKA IHapHA W MOBpbLIaHE, WIH yrioTpeda Ha AuypeTHHH (00e3BOAHABALIM
TabneTkH).

Ako cTpanare ot AeMeHumMs, Bue nnn Bammar nactolinuk/poanrHa Tps6aa aa yrenomure Bamus
JIEKap, aKO HAKOFa CTEC HMAIH HHCYNT WIH "MHHH" HHCYIT.

Karo pyTHHHa npeanasHa Mapka, ako cTe Haa 65 rofMHH, KpbBHOTO B Hanarane TpaGea fa ce
KOHTpONHpa oT Baiuus nexap.

[lena B 1onomIH |
OnaH3anuH AKTaBHC HE € NpeaHa3Ha4YeH 3a NalMeHTH, KOWTO ca nox 18 roaunm.

Apyra sexapcrpa 1 OnaA3anEE AKTABHC
Tpabsa na xakere Ha Bawms nexkap win dapMaLeBT, aKO NPHEMATe, HACKOPO CTE IPHEMATH WM €
BBL3MOXHO /1a IPHEMETE APYTH JIEKAPCTBa.

Hokato nposexaare neyeHue ¢ OnaH3aniH AKTaBdC NpHEMAiTe ApyrH AeKapcTBa caMo KOraTo

Bawmsar nexap By € kasan, ye Moxe Ja ro HanpasHTe. BL3MOXHO € Aa MOYYBCTBATE CHHIAHBOCT, aKO
npueMate OnaH3anuH AKTaBHC B KOMOMHA1MA ¢ AHTHACNIPECAHTH HITH C IEKAPCTBA, KOHTO ce
TIPHEMAT 3a JICYCHHE Ha TPEBOXKHOCT KIH 3a Aa B nomorHar aa 3acnure (TpaHKBHIH3ATOf T 010 "EWC}
&

4

[To-cneuumanuo, yseaomere Bauns nekap, ako npuemare:
® JeKapcTBa 34 J1eueHue Ha bonectra Ha [NapkuHcoH
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e KapOamazenuH (ARHTHEIMJIENTHK H CTROMIH3AaTOP HA HACTPOCHHETO), (IYBOKCAMHH
(aHTHAMNpecaHT) WIH LUnpoduiokcauMH (AHTHOHOTHK) — MOKe Ja € HeoOXOAUMO Aa CEe MPOMEHH
Baiara no3a OnaHzanuy AxTaBuc.

OaaH3ania AKTABHC ¢ AJIK0XO0/]
He nuiite ankoxod, ako ¢te npuenn OnaH3aniH AKTABUC, Thi KATO KOMOHHHPAHHAT IIPHEM C
ANKOXON MOXKE Aa NPEeIU3BHKA CHbHINHBOCT.

bpeMeHROCT H KbpMEHE

AKo cTe OpeMEHHa WIH KbPMHTE, CMATATE, Y€ MOXKe Aa cTe OpemeHHa Wi IUiaHupare OpeMEeHHOCT,
nocbBeTBaiiTe ce ¢ Bamiusg nekap npeau ynorpedara Ha ToBa nekapcreo. He TpabBa aa npuemare ToBa
NIEKAPCTBO M0 BPEME Ha KbpPMEHE, Thif KaTO MaJIKH xondecTBa OnaH3zanHH AKTaBMC MOrar aa
NpeMHHAT B KbpMAaTa.

CrieqHHTE CHMITOMM MOTaT Ja ¢e MOABAT NPH HOBOPOJAEHUTE, YUHHTO Malku ca npueMany OaH3anyH
AKTaBHC B MOCJIEAHUA TPHMECTHP (TIOCIIEAHHTE TPH Mecella OT OPEMEHHOCTTA): TPENepEeHe, MyCKYTHA
CKOBAHOCT H/WIIH ¢1aboCT, ChHIKBOCT, TPEBOKHOCT, NpobieMH ¢ JHIIAHETO H TPYAHOCTH NIPH
xpaHeHeTo. AKo Bawero 6e6e nomyun HAKo# OT Te3H CHMIITOMH, TPAOBa 11a ce cBbpxKeTe ¢ Bauiug
nexap.

Mlo¢dupane r pabora ¢ MAMKUHHU

ChltecTBYBa PUCK OT NOABA HA CHHJIMBOCT, AOKATO ¢€ JeKyBaTe ¢ OnaH3anuy AKTaBHC. AKO TOBa ce
CJIYYH, He lmodHpaiite u He paborere ¢ HUKAKBU HHCTPYMEHTH WM MauiuHu. ¥YBenomere Balius
nexap.

Onanp3anag AKTABHC ChIbLPXKA JAKTO3A
Axko Bauusar nexap Bu ¢ kazan, 4e uMare HENOHOCHMOCT KbM HAKOM 3aXapH, CBbPXKETE ¢e ¢ HEero

MpeaM J1a MpUEMETE TOBA JIEKapCTBO.

3. Kaxk 1a npaemMate Onan3andad AKTaBHC

BuHaru npueMaiite TOBa NeKapcTBO TOYHO KakTo BH € xazan Baiuudar nekap. AKO He CT€ CHT'YPHH B
Hewlo, nonvraiTe Bawna nexkap unn dpapmalesT.

BammsaT nekap e By kaxe konko TabneTkun Aa npueMare M KOJIKO Abaro Tpadsa ia NpoawkKaTe Ja

ru B3emare. [{HeBHaTa n1o3a onaH3anHH € Mexay 5 mg ¥ 20 mg. Koncyntupaiite ce ¢ Bauna nekap,
aAKO CHMITTOMKTE C€ Bb30OHOBAT, HO HE cnUpaiTe npHeMa Ha OnaH3anuH AXTABHC, OCBEH ako

Bawusar nexkap He BH kaxe a ro HanpasuTe.

Tpabsa na npuemare TabaeTKHTE CH BEAHBK AHEBHO, CleABalikM npenopbkuTe HA Bams nekap.
Onuralfte ce na npreMaTe TabNETKHTE NO €AHO M CHILO BPEME BCEKH ACH.

HsmMma 3HaueHHe JanM ' MpUeMare Che WM 0e3 XpaHa.

OunmupanuTe TabneTkn OnaHzandB AKTaBHC Ca NpeAHAa3HAYEHH 3a nepopanHa ynorpeba.
TpabBa na normeirare Tabnerkure OnaH3anud AKTaBHC UENTH ¢ BOJA.

AKO CTe NpHeNH noBeve oT HeoOxoauMATa A03a Oaan3annE AKTaBHC
[TaueHTH, KOHTO ¢a NpUenH nopede TabIeTKH, OTKOMKOTO € HEOOX0AHMOTO, NPOABABAT CIECAHHTE
CHMITTOMH: YYECTCH CbPACYECH PUTHM, Bb3Oyaa/arpecHBHOCT, npobaemMu ¢ rosopa, HEOOHUANHH,,
nBHKeHHUA (0cOGEHO Ha IMLIETO WIH €3HKa) M NOHKEHO HHBO HA Ch3HaHue. JIpyrH CUMITTOMA
na 6baaT: ciiHa oOBbpKAHOCT, MbPUOBE (ENMIWIETNICHA ), KOMa, KOMOHHALIMA OT BRCOKA TEMIIEPay
YHECTEHO AMILIAHE, H3MOTABAHE, CKOBAHOCT Ha MYCKYJIMTE H CHHIIMBOCT, 3abaBsHe Ha Chpfje
PHTBM, aCIMPaLiMa, BHCOKO UIIM HUCKO KPBLBHO HanfAraHe, HapyilleH pUTbM Ha ChpleTo. (e
He3abaBHO ¢ Baung nexap win oruaere B Haii-6iH3Kkara 601HHULA, 8KO NOTYYHTE HAKOR
no-rope cuMnToMHM. [lokaxeTe Ha nekaps onakoskaTta Ha TabneTkure.
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AK0 cTe IponycHAJIH Aa npuemeTe ONan3anun AKTaBHC
BiseMmere TabneTkuTe, BegHara uioM ce ceture. He B3eMaiire aBse 1034 B €1MH 3€EH.

Axo cre capein apaeMa Ha OnaHIANAH AKTABHC

He crimpaiite nprema Ha TablIeTKHTE ¢caMo 3all0TO CTE Ce MTOMYBCTBAIH no-go00pe. BaxHo e na
MPOALIDKHTE na mpueMarte OnaH3amvH AKTABHC TOJKOBA ARITO, KONKOTO Bamust nexap Bu e kasan.
Axo0 M3BEIHbX cripere nmpuema Ha OnaH3anuH AKTABUC, MOraT /1a ¢e MOABAT CHMIITOMHK, KATO
M3NOTABaHE, Oe3ChHHE, TpENepeHe, TPEBOKHOCT HIIH raJicHe H nospblllaHe. BatyaT fiekap Moxe aa
Bu npeanoku NOCTENEHHO Ja NOHKWKHTE A03aTa NPEAK Oa CIPETE JIEYEHHETO.

AXO0 HMaTe HAKAKBH JOITHIHUTEHH BBIIPOCH, CRLP3aHH ¢ ynoTpebaTta Ha TOBa JIEKapCTBO, MONKTalTe
Baunsa nexap Wi ¢papMaLeBT.

4. Be3MOXKHE BEXKETaAHM PeaknH

KaxTo BCHUKH JIEKAPCTBA, TOBA JICKAPCTBO MOXE Ja npennznnxa HEXEJIaHM JICKAPCTBEHH PEaKLInH,
BBLIIPEKH Y€ HE BCEKH I'M NIOJTY4aBa.

Kaxere He3abasHo Ha Baiumsa nexap, ako umare:

¢ HeoOHualiRH ABHKEHHA NMPEAMMHO Ha JTHLIETO HJIH €3HKa (UeCTa HEXE/IaHa peakilus, KOATO MOXKE
na 3acerdHe no | #a 10 nauneHTH)

® KpPBBHHM ChCHUPELM BB BEHHTE (HEUeCTa HEXCAHA PEAKLIHA, KOATO MOXE J1a 3acerHe a0 | Ha
100 naieHTH), 0c06€HO BeHHTE Ha KpaKaTa (CHMITTOMHTE BKJIIOYBAT MoAyBaHe, 6oyka 1
3auepBABaHe HA KpakKa), KOMTO MOTAT Ja MPEMHHAT Mpe3 KPLBOHOCHHUTE ChAOBE A0 Oenute podose
H a NpuYHHAT 60Jika B rbpaAMTE B 3aTPYAHEHO AHllaHe. AKO 3abenexxure HAKOHM OT Te3n
CHMITTOMH, He3a0aBHO NOTHPCETE MEAMIIMHCKA NMOMOIL.

e KOMOHHALIMA OT TPECKaE, YUECTEHO AHIlIaHe, H3NOTABAHE, CKOBAHOCT Ha MYCKYJIMTE, 3aMatHOCT WIH
CHHJIIKBOCT (4€CTOTATa Ha Ta3H HEXeJlaHa peaKlia He MOXKe a Ob/ie OLleHeHa OT HAJTHUHHTE
DAaHHH).

MHoOro yecTHTe HEXEIaHH peakumy (MoraT Aa 3acerHat noseye ot 1 Ha 10 nauueHTH) ca:
NOBHilIABaHE HA TErNOTO, ChHIMBOCT; MOBULISHU CTOHHOCTH Ha TIPONAaKTHH B kpbBTa. B paHHuTE
eTany Ha Je4YeHHe, HAKOH XOpa MOraT Aa NMoYyBCTBAT 3aMasHOCT Wi ciaboct (¢ 6aBeH cbpaeueH
PHMTBM), 0CODEHO NIPH M3MNPAaBAHE OT NETHANIO WIH CEAHANO0 MOJIoKEHHe. ToBa OOMKHOBEHO L€
nNpeMHHaBa 0T ¢aMoO cebe CH, HO aKo He CTaHe, kaxeTre Ha Bains nexap.

YecTuTe HEXXENaHH peakuMH (Morar ga 3acerHar a0 1 Ha 10 naunedTH) ca: npoMeH# B Oposi Ha HAKOH
KPBBHH KJIETKH H HHPKYJIHPAILIUTe MA3HHHH B HA4YAJIOTO Ha IEYEHHETO, BPEMEHHO YBEJIMUEHHE Ha
4yepHOAPOOHHUTE €H3UMMU; MOBHILEHH CTOHHOCTH HA 3aXapTa B KPbBTA H YPHHATA; MOBUILIEHH HHBA Ha
NMHKOYHATa KHCE/IMHA M Ha KpeaTHH ¢ocokHuHa3aTa B KPbBTa; UyBCTBO 32 I1ajl; 3aMasHOCT;
0e3nokoMcTBO, TpenepeHe; HeoOHUaHM ABIDKEHHA (IHCKHWHE3HA); 3aN€eK, CyXOoTa B yCTara, oOpuB,
3aryfa Ha Cwia, CHJIHZ YMOPa; 3aJbpXKaHe Ha BoAd, KOSTO BOAH A0 MOAYBAHE Ha PBLETE, INIE3eHUTE
WIH CTHNANaTa; MOBUILIEHA TeMnepaTypa; 60JIKa B CTaBHTE; CeKCyanHa AMCPYHKLMA, KaTO HAMAJICHO
THOHIO NPU MBKE H XKEHH WK EPEKTHIHA AUCPYHKLMA MMPH MBXKE.

HeuecTHTe HEXeNaHu peakuuH (Morar jaa 3acernar a0 1 Ha 100 naiueHTH) ca: CBpbXUYBCTBUTEIHOCT
(vanp. noxysaHe HA YCTATa M IbPNoTo, chpbek, o8pun); Anaber wnu ainoitapaHe Ha Auadera,
NOHAKOTa CBBP34aHO ¢ KETOoalna03a (MoABa Ha KETOHM B KPBHBT& H YPHHATA) WIH KOMA; I'bpUOBE,
OOMKHOBEHO CBBP3aHM C aHaMHe?34 3a rbpqoBe (enmencm); Mycxy.nﬂa CKOBAHOCT HJIH Cria3M

He3aabpKaHe HA YPUHA, 3aTPYAHCHUE MPH YPHHUPAHE, KOCOMA; IYNca WIH HaMane
MEHCTPYATHUTE LIMKIH; NMPOMEHH B I'bPAUTE MPH MBKE H AKEeHH, KATO NATONOTHYHA [T}

KbpMa WITH NAaTOJOTHYHO HapacTBaHE.
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Penkure Hexenanu peakuyy (Morar aa 3acersar go |1 Ha 1 000 nanieHTH) Ca: HaMansgBaHe Ha
HOpMAJIHATa TENIECHA TEMNIEPATypa; HapYLICH CbPACUEH PUTHM, BHE3aNHa HEOOACHHMA CMBPT;
Bb3NAJIEHHE Ha MMaHKpeaca, NPUYHHABALIO CHWIHA CTOMAaLIHA OOlKa, TEMIIEpaTypa H raicHe;
uepHOApOoOHO 3ad0onABaHe, MPOABABALLIO C€ C MOXKBIATABAHE HA KOXKaTa B OeJIMTe YacTH Ha OYMTE,

3abosi1BaHe H& MyCKYJIUTE, IPOABABALIO C€ B HEOOACHHUMH OOJIKH M CTPAfaHHA, B ITPOABJDKHTEHA
H/UnK OoNe3HEHa epeKLIMA.

MHoOro peaAKMTE HEXKENaHd peakuuH {Morart Aa 3acerHat Ao 1 Ha 10 000 nauHeHTH) BKIIOYBAT TEKKH
aJiEprHYHK peaKLHH, HAPUMED NEKaAPCTBEHA PEAKIIHA ¢ €0O3HHOGHINA H CHCTEMHH CHMITTOMH
(DRESS). DRESS ce npoapssa mMbpBOHa4aIHO KaTO IPHNONOAOOHH CHMIITOMH € JIHLIEB OGPHB,
NocAeABaH OT paspacTsaHe Ha 0OpHBa, BUCOKa TEMIIEPATYPa, MOAYBAHE Ha JIHM(PHHTE BH3NH,
NOBHIUEHHN HHBA Ha YEPHOAPOOHHUTE CH3UMH, YCTAHOBEHH MPH KPBBHH TECTOBE, M NOBHILIABAHE HA
Opos Ha onpeaeneH BUA OeflH KPBLBHH KIETKH (€O3HHOMWINA).

Hoxaro npuemat Onan3anuH AKTABHC, NALMEHTHTE B CTAPYECKA BL3PACT C ASMEHUHA MOTAT Ja
NOMy4aT HHCYJT, THEBMOHHA, HE3aIbPKAHE Ha YPHHA, N1alaHHA, IPEKAICHa YMOpa, 3pHTE/IHH
XATIOUMHHALIKH, NOBHLIABAHE HA TEJIECHATA TEMIIEPATYPa, 3aYEpPBABAHE HA KOXKATa K 3aTPYJAHEHO
xoaeHe. HaxkoH ciayuaH ¢ paraneH wixoa ca OWiH JOKIaABaHH B Ta3M cieA(HYHA rpyna NMauHEHTH.

[Tpu natmenTH ¢ bonectra Ha [lapkuHcoH, OnaH3anul AKTABHC MOXE a BIIOUIH CHMITTOMHUTE.

Cro0maBane Ha HeXeJIAHH PeAKIHNA
AKO NOTyYHTE HAKAKBU HEKEIAHH JIEKAPCTBEHH peakliuH, yeeaoMeTte Bawmms nexap unu ¢papmauesT.
ToBa BKMOYB2 BCHYKH BB3MOXXHH HEOIHCAHM B Ta3H JIKCTOBKA HEXENaHHM peakimu. MoxeTe cblno na

CHOOIUMTE HEXKEJTAHH peaKLiMK AHPEKTHO upe3 M3mbnHuTenHa areHuMs 1o 1ekapceTeara, yi. . Jaman
I'pyes” Ne 8, 1303 Codmus, ren.: 02 8903417, yebeaiiT: www.bda.bg. Karo crobiiaBare Hexenauu

peakiliH, MOXKeTe a AaACTe CBOS MPHHOC 3a NOMy4aBaHe Ha nopeye HHPOpMALMA OTHOCHO
Oe30nacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak aa cexpanasate Onsnzanan AXTaBHC
Ja ce chXxpaHsaBa Ha MACTO, HEROCTHITHO 32 Acua.

He n3nonspaire TOBA JIEKapCTBO CNIEMl CPOKa HA NOAHOCT, 0TOENA3aH BbPXY KAPTOHEHATA ONIAKOBKA
WK Onucrepa. CpoKBT Ha rOIHOCT OTFOBAapA Ha NMOCAEAHHSA ACH OT NOCOYEHHSA MeECelLl.

Ha ce cpxpansea nog 25 °C.
Hla ce cbXpaHsBa B OpMIrHHAJIHATA OIIAKOBKA, 33 J1a Ce NpeAnasH OT CBET/IHHA.

He u3xpupnsiite eKapcTBaTa B KaHANM3ALMATA HNU B KOHTelHEpa 3a JOMALIHY OTNAIBIM.
IMonuraiite Baumus dapMaueBT Kak Aa H3XBBLPIIATE IEKAPCTBATa, KOMTO Beue He u3nosBare. Telu
MEPKH L€ CIMIOMOTHAT 3a ona3BaHe Ha OKOJHATA cpena.

6. Coavpkanse HA ONAKOBKATA H JONLJAHATEIHEA HAGOpMALIHS

Kakso cpabpxa O/ianzanie AKTaBHC

- AKTHBHOTO BEILECTBO € OJIAH3aIHH.
Beaka dunMupana tabnerka Onansanue AKTaBHC Chabpka 5 mg win 10 mg or akTuB
BELLIECTEO. ‘gﬁﬁ‘

- JApyrure CbCTaBKH B AAPOTO Ha TabsieTKaTa ca: NakTo3a MOHOXHIpAT, , e
XHAPOKCHNPONUALETY 1038, KPOCTIOBHAOH TUN A, MHKPOKPHCTATHA LIETYJI034, K ik
CHIHLIHEB AHOKCHI, MATHEIHEB CTEapaT M 32 PUIMOBOTO NOKPHTHE Ha Ta0JeTKa
anokcua (E171), nonnaexcrposa, xunpomenosa 3cP, xunpomenosa 6¢P, xunpom
TpuaueTH, Makporoa 8000.
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Kak margexaa Onanzandd AKTABHC H KAKBO ChAbPKA ONAKOBKATA

OnanzanvH AKTaBuc 5 mg punmupana tabnerka — 641a, ABOHHOH3ITbKHAA, KpbIiia GHIMHpaHa
TabeTka ¢ AMaMeTsp npubnusurenHo 6 mm c srrsbHaTo penedro obosznauenne "OL 5" oT eaHara
CTpaHa U TMajKH OT Jpyrara CTpaHa.

OnanzanuH Aktasuc 10 mg ¢unmupana Tabnerka — 6an1a, IBOHHOU3NMbKHANMA, KpbIla (PUIMHPaHa
Tabnerka ¢ AMaMeThp npubausnTeHo 8 mm ¢ BarsbHaTo peneduo obozHaucuue "OL 10" or enHaTa

CTpaHa H ITaAKH OT ApyraTa CTpaHa.

BuaoBe OMakOBKH
7. 10, 14, 28, 30, 35, 56, 60, 70, 98 u 100 punmupanu Tabnerky.
7x1, 10x1, 14x1, 28x1, 30x1, 35x1, 56x1, 60x1, 70x1, 98x1 u 100x1 dpunmupanu TabneTku.

He BCHUKM BHIOBE ONMAKOBKH MOrar aa 6bnaat mycHaTH Ha nasapa.

IpaTexaTe HA Pa3pemICHHETO 3a YNOTpeda H NPOA3IBOARTE
Teva B.V.

Swensweg 5

2031 GA Haarlem

HupepnaHamnsa

1Ipou3BoanTEN
Teva Pharmaceutical Works Private Limited Company

Pallagi ut 13
Debrecen H-4042

YHrapus

To3n nexapcTBeH NPOAYKT € paipemien 3a ynorpeda B xnpxasute wienakH #a EAII noa
C/IeAHATE AMEHA:

- JlaHus Olanzapin Actavis
bwarapus Onan3anuH AKTaBHC 5 mg GUIAMHPaHH TAONETKH
, Onan3zanuH Aktaeuc 10 mg drunmupanu TabneTkH

PyMBHUA Olanzapini Teva S mg comprimate filmate
Olanzapina Teva 10 mg comprimate filmate

Cnopawka pemybnmka Olanzapin Actavis 5 mg filmom obalené tablety
Olanzapin Actavis 10 mg filmom obalené tablety

LHIeeuns Olanzapin Actavis

,IlaTa HAa MOCIIEAHO0 IIpePasrJICKIaHeC HA JIHCTOBKATA —
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