LY &
JINCTOBKA: HH®POPMAIINA 3A ITAIIMEHTA
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Oadpexkc S mg puamupanu TadieTku 5 7 b -Uk- UL

Olfrex S mg film-coated tablets
oJlaH3anuH (olanzapine)

IIpoyeTeTe BHMMATENHO LAJIATA JHUCTOBKA MpeaH A 3aM0YHETE 1a MPpHEMAaTe TOBA JIEKaApPCTBO, Thi
KaTo TH ChALPXkKa BakHa 3a Bac ungpopmanus.
- 3ana3seTe Ta3M JIMCTOBKA. MoXe [1a ce HalloXHU 1a A Mpo4YETETE OTHOBO.
- AKO uMare HAKaKBH JONBJIHUTEJIHU BBIIPOCH, NNonuTaiTe Baluus nekap uinu ¢papMauesBT.
- Tosa nekapcTBO € npeanyMcaHo JU4YHO Ha Bac. He ro npeorctbnBaiiTe Ha Apyru xopa. To moxe
J1a UM HaBpeau, He3aBUCUMO OT TOBA, Y€ TEXHUTE CUMIITOMH ca CbLIUTE KaTo Bawuure.
- AKO MOJIYy4YHTE HAKAKBH HEXEJIAHUTE JIEKAPCTBEHH peakLMH, yBegoMmere Baiiusg jiekap
HiIK (papmaleBT. ToBa BKJIIOYBA U BCHYKH Bb3MOKHH HEXEJIaHU peakluHi, HEONMCaHH B
Ta3u JTUCTOBKA. BHXxTe Touka 4.

KakBo cbaABbpkKa TasH JJHCTOBKA

KakBo npeacraensBa Ondpekc U 3a KaKBO ce M3M0J13Ba
KakBo TpsabBa n1a 3Haete, npeau aa npuemete Ongpekc

Kak na npuemare Ongpexc

B1b3MOXHM HEXeJlaHH peakl Uy

Kak na cexpansBate Ondpekc

CbabpXaHHME HA OMAKOBKAaTa ¥ JOM'BJIHUTEIHA HHPOPMALIUS

ol 8 ) =

1. Kakpo npeacraBiasBa OQuidppexc H 3a KaKBO ce H3M0JI3BA

Ondpekc npruHaAaeXu KbM rpynara jJeKkapcTBa, Hape4eHH aHTUIICUXOTHILH.
Ondpekc ce n3non3sa 3a jeyeHUue Ha 3a00JIsBaHUA, TPH KOUTO €A HAJIMLIE CHMIITOMHM KaTo YyBaHe,

BH)KJaHe MJIM YCelllaHe Ha HEChLIECTBYBAlM O0EKTH, HaJlyAHH MHUCJIH, HeoOHYaiiHa NOJ03PUTENTHOCT,
3aTBapsAHE B ceOe cu. XoparTa ¢ ToBa 3a00JIsBaHE MOXKeE CBILO Jla C€ YYBCTBAT MOTHCHATH, TPEBOXKHH

HJIH HAllp€rHaTHy.
OHQJPEI{C MOXKE J1a C€ M3I10JI3Ba 34 JICUHCHHUC HA CbCTOAHHA, KOUTO MpPpOTHYAT CbC CHMIITOMH, KAaTO

[NPHUITIOBAHUI'HATO HACTPOCHHE, HeoOHYalHO KOJIMYECTBO CHCPI'HUi, IMO-M4dJIKa HEOOXOAUMOCT OT CbH, MHOTI'O

6'bp3 roBop € uJBallld €/1Ha CJiI€ Apyra HA€U H NOHAKOra CHJIHa pa3/IpasHUTCIIHOCT. Coi10 Taka
craﬁuﬂmnpa HAaCTpPOEHHETO, KaToO Ipe€anasBa OT NnosiBaTa Ha BOACLLO A0 HEﬂEECﬂﬂCﬂﬁHDCT [MOBHUILLIABAHC

HJIH IMTOHHZKABAHE (I]OTHCHHTGCT) Ha HACTPOCHHUETO, CBbP3dHH C TOBA CbCTOAHHE.

2. Kakso Tpa0Ba aa 3Haere, npeau aa npuemerte Oagpexc

He npuemaiite Oagpekc
- aKO CT€ aJIEpru4HHU (CBPbXUYYBCTBUTEIHH) KbM OJIAH3AIMH HJIK KbM HAKOA OT OCTAHAJIUTE CbCTABKH

Ha Ondpekc. AnepruyHara peaklus MOXe J1a c€ pa3no3Hae 10 HAIMYMEeTO Ha OOpHUB, CbpOEXK, OTOK Ha
JIMLIETO, NO/lyBaHe Ha YCTHUTE UJIM HEJIOCTHUT Ha Bb31yX. AKO TOBa ce clyuH ¢ Bac, oObpHeTe ce KbM

Bawusa nekap;
- aKo HAkora Bu e nocraBeHa iMar{o3a cBbp3aHa ¢ Npo0JieMH ¢ OYuTe, HallpUMep HAKOU BH0BE

rilaykoma (MoBHIIEHO HalAraHe B OKOTO).




O6npHeTe cienHaNHo BHHMAaHHE NPH ynoTpebaTa Ha Ondpexc

- NeKapcTBa OT TO3H THII MOTAT Ja MpeAM3BHKAT HeoOH4daliHH JIBHXKEHHA IIPEMMMHO B obnactra

Ha HLETO U e3HKa. AKO TOBa ce ClIyuH cnefl karo cre npuenu Ondpexc, vHdopmupaiite Bans nexap;
- MHOT'O PAJKO, JIEKapCTBA OT TO3IM THII MOTAT AA NPEAMIBUKAT KOMOHHALIMA OT TEMNEPATYPA, YYECTEHO
OMLIaHe, H3NOTABaHE, CKOBaHOCT Ha MYCKYJIMTE, ChHAMBOCT WK O€3ChHHE. AKO TOBaA C€ CIIYMH,
He3abaBHO NOTHpCeTe Baluua nekap;

- He ce npenopruBa ynorpebara Ha Ondpekc Ipu NaUUECHTH B CTAPYECKA Bb3PacT C JEMEHIKA, ThHl KaTo
MOXe J]a JIOBEJE J0 MOABATA HA CEPHO3HM HEXefaHy eheKTH;

- ako Bue cTpajgare ot HAKOe OT H30poeHHTe NMo-A0y 3a0onABaHUS, yBeAOMeTe Baius nexap Bb3MOXKHO
Hait-0bp30:

» TuaderT,

* chbpAe4HO 3a0onsaBaHe,

* yepHoapobHo unu 6s0peuno 3abonsapane,

» GonecT Ha [1apKHHCOH,

* eNUIencus,

* npoblIeMH ¢ MpoCcTaTaTa,

* YypeRHA HENPOXOAUMOCT (IRPATTUTHYIEH HIIEYC),

* 3300N149BaHNA HA KPBBTA,

* UHCYJIT WIH “MHHHN” HHCYAT (BpeMEHHHU NMPH3HALM HA HHCYIIT),

- aKO CTpajaTe OT JeMeHLMA, Bue Wi 4oBeKLT, KOHUTO ce rpuxH 3a Bac Tpabea na undopmupa Bauus
neKap.

KaTo pyTHHHA nipeAna3Ha MApKa, ako ¢Te Ha Bb3pacT Haj 65 roJuHu BailleTo kKpbBHO Handarase Tpabsa j1a
ce HaOmozapa oT Baing nexap.

Ondpexce He ¢ NpeHAIHAYEH 33 NALHEHTH NoA 18-roagMIinHAa BLIPACT.

Apyrn aexapcTra 1 Oadpexc
Hudopmupaiite Balus nexap, ako rpueMaTe HIH HaCKOPO CTe NTpHEMAalnH ApYrH JeKapCTBa.

[MpueMBT Ha APYrK NIeKApPCTBA 10 BpeMe Ha feuceHHeTo ¢ Ondpekc ¢ Bb3MOXEH CaMO N0 Npeanucanie Ha
Baiuuat nekap.

BB3MOXHO € 1a TOYYBCTBATE CHHJIMBOCT, ako npueMarte Ondpekc B KOMOUHAUUSA ¢ AaHTHACTIPECAHTH HUJIH
JIEKApCTBA 3a JIEYeHHe HA TPEBOXHOCT MM TakMBa MMOAITOMAralliH CbHA (TPAHKBHIK3aTOPH).
HeobxoauMo € Ja yeeaoMute Baliiusg nekap, B ciyuail ye npueMate ¢yBOKCaMUH (AHTHAECNPECANT) UK

iunpogaokcaurH (aHTHOHOTHK), THI KaTO TOBAa MOXe a HAJIOXHU NpoMaHa Ha Bainata no3a Ondgpexkc.
HenpeMmenHo npegynpeaeTe Bamus fekap, ako NpueMarte JeKapcTsa 3a JieueHue Ra donecrra Ha

[IapKHHCOH.

Oagpexe ¢ XpaHH, HAITHTKH H AJK0X0J1
He nuitre ankoxon, no BpeMe Ha neueHneto Ondpexc, Tl Kato efHoBpeMeHHaTa ynoTpeba Ha
Ondpekc U anKoxXoa MOXe J1a JOBEAE A0 [I0ABaTa Ha ChbHIUBOCT.

BpeMeHHOCT, KbpMeEHe H QepTeTHTET

Axo cTe OpeMeHHa HIH KbPMHUTE, CMATATE, Y€ MOXKe Ja cTe HpeMeHHa UM TU1aHupaTe OpeMeHHOCT,
nocnBeTBaliTe ce ¢ Bawusa nekap unu papmanenT npeau ynorpebara Ha TOBa JIEKapCTBO.

Bue He TpalBa na npueMare TOBa JIEKAPCTBO, B ClTyuyail Ha KbpMEHE, Thil KaTO MAJIKO KONHYECTRO OT
Ongpekec MoXe Aa NpeMHHE B KbpMATa.

lo¢pupane 1 pabora ¢ MAIMHHEYN
He wogupaiite, He H3non3BaiTe HUKAKBH HHCTPYMEHTH HITH MAallIHHHU Th# KAaTO CHLIECTBYBa OTIACHOCT OT
NOsABaTA Ha CHHIUBOCT MO BpeMe Ha ripueMa Ha Ongpekc.




Baxna HHGopMAaLHA 3a HAKON OT CheTaBkHTe HA Oadpekc
Ondpekce chaBPXKa NAKTO3a MOHOXMAPAT. AKO BalllMAT nexap B € Xa3all, Y€ HMaTe HENMOHOCHMOCT KBbM

HAKOH 3axapH, [ICCHBETBAHTE C€ C HEro, IIp€AH Ada B3CMCTC TO3H IIPOAYKT.

3. Kak na npuemate Oagppexc

Bunaru npuemMaiite Ondpekc ToyHO KakTo BH ¢ xa3an Bamins nekap. AKO He CT€ CHIYPHH B Hello,
nonuraiiTe Baluns nekap win ¢apMalieBT.

Obuyaiinara nHeBHara go3a Ongpekc e Mexnay S5 4 20 mg.
Onutsaiite ce Xa npueMarte Ondpekc no €AHO U CHILO BpeMe, BCEKH JEH.

[IpnembT Ha TabneTkUTEe HE 3aBUCH OT NIPHEMA Ha XpaHa.
AKko cuMIiIToMHTe BH ce BE300HOBAT, HE ciupaiTe npueMa Ha Ondpekc nNpeay Aa CTe ¢e KOHCYJITUpaNH ¢
Bawus nekap.

AKoO cTe npreaH nosede oT HeobxoanmaTa ao03a Oagpexc

Beanara notepcere Bawmus ekap UM HanpaBo OTUIETE B HAN-61H3KOTO HONHUYHO 3aBEiCHUE.

[Tpn naimenTHTe Npuenu noseye oT HeobxoaumMara ao3a Ongdpekc ce HabmoaasaT yuecTeHa ChpAeUuHa
nelHocT, Bb30yaa/arpecMBHOCT, NpodiieMu ¢ ropopa, HeobuvahHy AsXeHUA (0co0EHO Ha NTULIETO MU
e31Ka) H pa3/IMY¥HA CTENIeH Ha HapyllleHHe Ha Ch3HaHueTo. J{pyru cUMNToMM MoXxe fa Op/aT: BHE3aNnHa
00BPKAHOCT, NPHNAAEK (ENHIENCHA ), KOMa, KOMOMHAUUA OT Tpecka, YUECTEHO AULIaHe, H3NOTABRaHE,
MYCKYJIHA CKOBAHOCT M 3aMasiHOCT WM CBHIMBOCT, 3abdaBsHEe Ha Chp/ICUHATA YECTOTa, aCTIHpaLIHS,
MOBHILIEHO HAH MOHWKEHO KPBbBHO HaNAraHe.

Ax0 cTe nponycHaaHu na npuemere Oadpexc
He B3eMaiite ABOMHA 034, 3a J]a KOMNEHCUpATe NIpoNmycHaTaTta Ao3a.

AKo cTe cipean aa npHeMa Ha Oadpexc

He cnipalite neuyeHHETO, 3aUIOTO CTE C€ MOYYBCTBAIH N0-A00pe. BakRO € Aa NpOaB/KUTE Ja MpHeMaTe
Ondpekc TonkoBa Auiro, konkoro Bu e npenopryan Baiiuat aexap.

AKo BHe3anHo cripeTe aa npueMare Ondpekc, Moxke Ja ce HabMoZaBaT NMPH3HALM KaTo H3NOTABAHE,
HapylU€HHe B CBHA, TpeMop (TpenepeHe), TPEBOXKHOCT WK raJIcHe U MoBphILaHe. BamnaT nekap Moxe na
Bu npeanoxud a HAMaJIMTe J03aTa NTOCTENEHHO, IPEeAM Ja CnpeTe JIEUSHHETO.

AKO NMaTe HAKaKBHU AONBLIHUTENIHH BBIIPOCH, CBBP3aHU ¢ yroTpedara Ha TO3U NPOAYKT, MOJIA NONKUTANTE
Bawuus nexap unu gpapmauesnr.

4. BL3IMOKHH HeXKeJaAHH PEeaKIHH

KakTo BcuukH nexkapcTBa, Ondpeke Moke a IpeAU3BHKA HEXENAHU peaKlHU, BbIIPEKHU U€ HE BCEKH I'M
0Ty 4aBa.

MHoro 4ecTH HEXKENAHH JIEKAPCTBEHR peaKLHH - 3acarar l1(eaun) Ha 10 nanuenra:
- HajjaBsaHe Ha Terno,
- CBHJIMBOCT,
- TNOBHILUEHHA B HUBATA HA NMPOJIAKTHH B KPBHBTA.

YecTH HeXkeNaHH JIEKAPCTBEHH peakuum - 3acarat ot 1 no 10 Ha 100 naiueHra:




- TpOMEHH B HMBATa Ha HAKOH KPbBHH KIETKH H MAacTH B KpbBOoOoOpallieHHETO,

-  MOBHILIEHHA B HUBATa HA 3axap B KPBBTa U YPHHATa,

- 3aCMIIEHO YYBCTBO Ha rnaf,

- 3aMafsHOCT,

-  0e3noKolcTBO,

- TpeMop (TpenepeHe),

- MYCKYJIHA CKOBAHOCT HJIH CIIa3bM (BKMIOYUTENHO ABMXKCHHA Ha OYUTE),

- npobaeMH ¢ roeopa,

-  HeoOHuYalHH ABHKEeHHA (0COOE€HO Ha JULIETO MITH €3MKa),

- 3amek,

- CYXOTa B yCTaTa,

-  obpus,

- 3ary0a Ha cuna,

- IpEeKOMEpPHA YMOPAEMOCT,

- 3aabpKaHe Ha BOJA BOAELIO O OTHYAaHE Ha phleTe, Ne3eHNTE WIH Ha CThIIanara,

- B HAYaJIOTO HA JIeUeHHETO HAKOW XOpa MOTaT Aa MOYYBCTBAT 3aMasHOCT WM ¢nadocT (Che
3abaBsgHe Ha chpAeYHATA YecTOTa) 0COOCHO NpH M3NMpaBAHE OT JIETHANO UM CEIHANO
nonoxeHue. Topa OOMKHOBEHO NPEMUHABA CAMOCTOATENHO, HO aKO TOBA HE CTaHE YBEAOMETE
Bamua nexap.

- CeKCyalmHH AMCOYHKLIHH, KaTO HaMaleHO MMOMA0 NNPH MbKe U XKEHH UJTH epeKTUNTHA AUChYHKIINA
[IPH MbXe.

Peaky HexkeNaHH JIeKAPCTBEHH peaKuHH - 3acsarat ot 1 xo 10 wa 1 000 nauyneHra:
- OaBeH ChpAcUeH NyJc,
-  YYBCTBHTEJHOCT KBM CITBHUYEBA CBETIIHHA,
- He3aAbpXaHe Ha ypHHara,
- Kocormas,
- JI4Ica UM HaMalleHHe Ha MEHCTPYalnHHTEe LIHKIIH,
- TPOMEHH B I'bPAUTE NIPH MBKE U XKEHH, KATO NAaTONOrHYHA NPOAYKLIHA HA KbpMa UITH
NaToJIOrHYHO HapacTBaHeE,

JpYrn Bh3IMOXKHE HEXEJIAHH JJEKAPCTBEHH PeaKklMH- YeCTOTaTa He MOXeE Aa 6B/1e OllEHEHa OT
HAJIWYHHUTE JAHHHU:

- alepruvHa peakuus (HalpuMep OTOK Ha ycTaTa U I'bplioTo, Chpbex, odpHB),

- auadeTr UM BioLIaBaHe HA AHadeTa, NOHAKOra CEbP3aHO ¢ KeTOAllMAO3a (KeTOHU B KPbBTa H
ypPHHATa&) KA KOMA,

- TOHWXXaBaHe Ha HOpMaJlHaTra TeJICCHa TeMIepaTypa,

- I'bp4OBe, OONKHOBEHO CEbP3aHH ¢ AHAMHE3A 3a IbPUYOBE (EMUIICNICUA),

-  koMOHHALUA OT TEMNEpATypa, YUecTeHO JullIaHe, N3NOTABaHe, MyCKYJIHA CKOBAHOCT U
COMHOJICHTHOCT/ CBHIMBOCT,

- cna3MK Ha OYHHTE MYCKYJIH, MPHYHHABALLC JIFONEELO ABHKEHHE Ha OUUTE,

- HApYUIEHHUs Ha CHPACUHHA PHUTDM,

- BHe3anHa HeoOACHUMA CMBPT,

-  HaJIM4YKe HAa KPbBHH ChCHPELIH, KaTO HalpuMep AbI00Ka BeHO3Ha TpoMOo3a B 001acTTa Ha
KpakaTa WK KpbBHH ChCHpeEld B Oenus gpob,

- Bb3NajieHHe Ha 3aACTOMAalLlHATA *J1e3a, IPUUMHABALLO CHIHA KOpeMHa 00MKa, TeMIeparypa H
HEPA3NoOJoKEeHHUE,

- yepHoApoOHo 3abonsBaHe, MPOABABALLO C& KATQ NMOMBHATABAHE HA KOXKATA U Ha Osy1aTa YacT Ha
OYHTE,

- MYCKYNHO 3abonsBaHe, (poABABAlIO ¢ KaTO HEOOACHUMH DONKH M CTpajaHud,

- 3aTpyAHEHHE NPH YPHHHDAaHE,




-  NPOABIDKHTENHA WHAKN Oone3HeHa epeKkiiug.
JoKaTo nmpueMaT onaH3aliH, NalHeHTHTE B CTapyecka BL3PacT ¢ AEMEHLMA, MOTaT [a NOMy4aT HHCYT,
MHEBMOHMA, HE3abp)KaHE Ha YPHHATA, TalaHus, CHIIHA YMOPAEMOCT, 3PUTEIHH XaTOLHUHALMH,
[NOKa4YBAHE HA TEMIIEPATYpAaTa, 3auyepBABaHe Ha KOXAaTa M Ja uMat npobneMu B noxoaxkara. B tasn
cneumdpuyHa rpyna nauueHT MMa chboOLLEHHA H 3a HAKOJKO cliydas ¢ (paTajsieH H3XOoA.
IMpu naumenty ¢ 6onecrra Ha IapkuHcoH, Ondpekc MoXKe 1a JoBeae N0 BIOIABaHe Ha CUMIITOMHTE.
Pagko, pu XeHH NpHeMalllH JIEKapCTBEHH NIPOAYKTH OT TO3M THI 3a NPOBIDKUTEIEH NEpHOo/] OT BpeMe, ¢
HabMoAaBaHO OTACNAAHETO Ha MIIAKO OT FEPANTE H NepHoaK Oe3 MEeHCTpYaLlMA WIH HepeaOBeH
MEHCTPYQICH LMKbII,
Muoro paako Mpy KbpMaveTa, POAEHH OT Maiki, KOMTO ca npuemanu Ondpekc B Kpas Ha OpeMeHHOCTTa
(3-TU TPUMECTBHP) MOXe Aa ce HabnofaBa TpeMop (TpenepeHe) HIM CbHIHBOCT.

CrobmaBaHe Ha HeXEJIRAHH PEAKIIHM

AKoO NOJIYYHTe HIKAKBH HEXKCIAHM peakuuH, yseaoMere Bauiug nekap uad ¢gapManenT. ToBa BKIIIOYBA
BCHYKYH BB3MOXXHH, HEOITMCAHH B TA3W JIMCTOBKA HEXKEIIAHH peakuud. MoxeTe ¢billo 1a choblIHTE
HEXeNaHH peaklHu JHpPeKTHO Ha UsmbnHuTeNnHa areHums no nexkaperaara (UAJD):

yn. ,JdamsH I'pyes“ Ne 8

Codms 1303

Ten. +359 2 8903417

el1. noiua: bda@bda.bg
yebGcaiit: www.bda.bg

Kato ¢Bo011aBaTe HexkeNnaHH pP€aklHn, MOXCTE a JaJCTE CBOA ITPUHOC 33 ITIOJTYYABAHC HA NMOBCUE
HH(lJOpMalIHH OTHOCHO 0e30I1aCHOCTTA Ha TOBA JICKapCTBO.

5. Kak aa cexpanasare Oadpexc

Ha ce cpxpansaBa noj 25°C.
J1a ce cbXpaHsABa B OPUTHHAIHATA ONAKOBKA.
Jla ce ceXpaHaBa Ha MACTO, HEJOCTBITHO 33 AeLa.

He usnonspaiite Ongpekc cnen cpoka Ha roAHOCT, OTOENA3aH BBPXY ONAKOBKATA.
CpokbT Ha NOZHOCT OTTOBapA Ha TIOCJEAHUA JEH OT IOCOYESHHA Mecell.

JlekapcTBaTa He TpAOBa Aa ce U3XBLPAAT B KAaHATH3ALMATA UKW B KOHTeliHepa 3a JOMAIIIHH OTNAIbLIH.
[lonuTtaiiTe Baiuns ¢papMaLieBT Kak Ja YHHIIOKHTE HEHYKHHUTe Bu nekapcTea. Tesn MepKH Lie
CIIOMOTHAT 3a ONa3BaHe Ha OKOJIHaTa cpefa.

6. CpabpikaHHe HAa OITAKOBKATA H J0NMbJIHKTEIHA HHOOPMALIHS

KaxBo csaspxa Onppeke
- AKTUBHOTO BeLIIECTBO €: OJIAaH3AIHH.

- Apyrute ¢hCTaBKH Ca: 1aKTO3a MOHOXMPAT, KPOCTIOBUIOH, MUKPOKPHCTAIHA Uelyi03a, MarHe3ueB
cTeapar, XMAPOKCHIIPONUILENYN034d, NONKH (BUHUIOB alKkoxon), TuTaHoB auokcuz (E171), rank,
KcaHTaHoBa ryma (E415), nenuthH.

Kak maraexaa Oajgpexce S mg ¥ KakKBO ¢BHALPAKA ONAKOBKATA
Ondpekc S mg ce npeiara B KAPTOHEHA ONMAKOBKa.
Bcesika kKapTOHEHa onakoBKa ChAbpxa 28 punMmupanu tabnetku, onaxkoBaHu B 2 (aea) 6auc




Bceexy OmucTep crabpxa 14 gpunmMupany tabneTku.

[IpHTexkATEN HA Pa3pPEeLICHHETO 38 YNOTpeSa H NMPOH3IBOAHTE

HOBEJ ®APMA EOO/
6yn. ,,bearapus™ Nel(9
Codnsa 1404, bunrapus

JaTa Ha nocxeAHO nNpepasriexaane Ha aucrokaTa: 01/2025




