JJUCTOBKA: HHOOPMAIIHUA 3A HALIHEHTA

Ondpexc 10 mg puamMupann TabaIeTKH
Olfrex 10 mg film-coated tablets
ofiaH3anyy (olanzapine)

poueTeTe BHHMATE/IHO HAIATA JHCTOBKA NpEAH Aa 3AN0YHETE /1a NPHEMATE TOBA JIeKapeTBO, Thil
KATO TH ChHALPKA Baxna 3a Bac undopmanns.
- 3anasere Tazm aMcroBka. Moxe aa ce HaNOXU Ja 1 MPOMETETE OTHOBO.
- AKO MMaTe HAKAKBH [0MbJHUTENHH BLIIPOCH, TonuTaiTe Baiuus nexap wian dapmalesT.
- ToBa nexapcTBO € NPeANnHcaHo JHYHO Ha Bac. He ro npeorcrbibaiite Ha Apyru xopa. To Moxe
1a MM HaBpEIH, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CHMNTOMH Ca ChILHTE KaTo Baumre,
- AKO NOJy4YHTE HAKAKBH HEXENAHKTE JIEKAPCTBEHU peakly, yseaoMere Bawmna nekap
uNH papMalesT. TOBa BKIIIOUBA B BCHUKH BB3MOXHH HEXKEJIAHH PEeakUHi, HCOTTHCAHH B
Tasy Jucroska. Buxre Touka 4.
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KakBo ¢bIbpaa Ta3H JHCTOBKA

Kakso npeacrasinsa On@pexc K 32 KAKBO C€ H3MOJ
Kakso Tpsa0Ba aa 3Haere, npean aa rpueMere Ondp
Kak pa npuemare Ondpekc

Bb3MOXCHH HEXENAHH PEaxIiy

Kak ga cexpanasare Ondpexc

Cuirbpkanye Ha ONAKOBKATa ¥ AOMBIHKTENHA HHDO

06 Hue M rlll-l-llll!l;!i!llllll‘il‘liall-a/_cairl.hui

--!..-llltljil-.lil"ii

A Rl e

1. Kakso npeacrasaasa Ougpexc H 3a KAKBO C¢ H3NO/3BA

Ondpexc npuBa/IekKE KbM rpyrara jeKkapcrsa, HapeueHH aHTHIICHXOTHUH.

Onppexc ce H3non3ea 34 NeucHNe Ha 3a00sBaHNA, PH KOMTO Ca HAHIE CHMITTOMH KaTo YyBaHe,
BHKAAHE WM yCeliaHe Ha HECHIIECTBYBAIUM 00eKTH, HaMyAHH MHCITH, HeOOHYaHHA TIOA03PHTEIHOCT,
3aTBapsiHe B cefe cH. XoparTa ¢ ToBa 3a00aaBaHE MOXE CBILO Ja C¢ 1yBCTBAT NOTHCHATH, TPCBOXKHH

WM HANPErHATH.

OngpeKc Moxe Aa ce H3M0I3Ba 3a JIeYeHHe Ha ChCTOAHHSA, KOWTO NPOTHYAT ChC CHMATOMH, KaTO
MPUNOBAUIHATO HACTPOEHNE, HEOOHYaHHO KOJIMYECTBO €HEPIrHs, NO-MallKa HEOOXOAMMOCT OT CbH, MHOTO
OBp3 TOROP C WOBAUIM €AHA CleA APYra HASH H MOHAKOTA CHIHA PA3APAIHUTEAHOCT. Cri0 Taka
cTabRAM3NpA HACTPOSHUETO, KATO NPEAa3sa OT moasaTa Ha BOAEWIO 10 HeacecnocoOHOCT NOBHIIABAHE
HJIHM MOHWXaBaHe {IOTHCHATOCT) Ha HACTPOEHHUETO, CBbp3aHH C TOBA ChCTOAHNUE.

2. Kakso TpatBa Aa 3naete, npegn Aa npuemere Oadpexc

He npuemaiiTe Ondpexc
- @KO CTE aJIEprHYHH (CBPBX4YBCTBUTENHH) KbM OJIAH3AMHH HJIH KBM HAKOA OT OCTAHANHTE ChCTABKH
Ha Ondpexc. ANepruyHATa peakuus MOXe Jia C€ pa3fio3Hae No HaIMYHeTo Ha 06puB, Cbpbex, OTOK Ha
AULETO, MOAYBAHE HA YCTHWTE MM HEJOCTHT Ha Bb3AyX. AKO TOBa Ce Cly4H ¢ Bac, o0BpHETE CE KBM
Bamuna nexap;

- aKko HaKora By e riocTaBeHa [uario3a CBep3aHa ¢ npobaeMu ¢ OMMTE, HATTPUMED HIKOH BHAOBE
rnaykoma ([1OBHIUEHO HANAraHe B OKOTO).




O6npreTe CIenHANHO BHAMAaHKE npH ynorpebdara na Oadgpekc

- IEKAPCTBA OT TO3M THI MOTaT 13 NPSAR3BHKAT HeoOuualiHy ABWKECHUA NPeANMHO B 00NacTTa

Ha JMLIETO U e3uka. AKO TOBA C& CNY4H cael Karo cre npuenn Ondpeke, rudopmupadite Bauius nexap;
- MHOTO PAAKO, JEKApCTBa OT TO3M THI MOraT A2 NpeAM3BHKAT KOMOUHALUS OT TEMIIEPATYPA, YUECTEHO
AMIUAHE, M3MOTABAHE, CKOBAHOCT HA MYCKYJIHTE, CHHIMBOCT WM O€3CBHKE. AKO TOBA CE CITYH,
He3abaBHO noThpceTe Balliua ekap;

- He ce ipenopbyea ynoTpebata Ha OndpeKc NpH NALMEHTH B CTAPYECKA BB3PaCT C AeMEHLHUA, ThH KaTo
MOKE 1@ HOBEAE JO NOABATA HA CEPHO3HH HEXENAHH €EKTH;

- ax0 Bue cTpagate oT HAKOE OT H3OPOSHUTE NO-20y 3a00JABANNA, yBeAOMETe Balins Jiekap Bb3MOXHO
Hali-6bp3o:

« nuaber,

* CHPACYHO 3a00onsaBane,

* yepHOApoOHO UM 6L0pedHo 3abonasane,

* fosecT Ha [TapKHHCOH,

* SIHJAENCHA, _

* poBJieMH ¢ NPOCTATATA,

* YpEBHA HENPOXOAUMOCT (TApanuTHYEH UJIIEYC),

» 3a300s1siBaHKA HA KPBBTA,

* MHCYJIT HJIM “MUHKM" HHCYJT (BPEMEHHH NPH3HALM HA HHCYIT),

- aKO CTpajate oT AeMeHIlka, BHe HIIH YOBEKbT, KOHTO ce rpuku 3a Bac Tpabea aa uH(popMupa Bawnd
neKap.

Kato pyTuHHa npeAnasHa MApKa, ako CTe Ha Bb3pacT Hajl 65 roauHH Balleto KppBHO Handrane Tpabsa aa
ce Habmoaasa ot Baiuusa nekap.

Ondpekc He e npeaHa3HAYEH 32 NAIHEeHTH noA 18-roaHmHa Bb3pacT.

Hpyru nexaperea u Onagpexe

Hudopmupaiite Baus nexap, ako OpueMAaTe HIIH HACKOPO CTE TIPHEMa ApYTH JIEKapCTBa.

[IpHeMBT Ha APYTH JIEKAPCTBa 110 BpeMe Ha jeueHHeTo ¢ OhpeKe € Bh3MOXKEH CaMo MO NPEANHCaHHE Ha
Bauusar nexap.

BB3MOXHO € 12 MOUyBCTBATE CHHIIMBOCT, ako npHemare Ondpeke B KOMOHHALWA ¢ AHTUACTIPECAHTH WU
NEKAPCTBA 34 JISUESHHE HA TPEBOKHOCT HIIH TAKUBA TOANIOMArallld ChHs (TPAHKBHIIU3ATOPH ).
Heo6xoanMo € fa yBegomute Bawmsa nexap, B ciyyail ue npuemate quiyBokcaMuH (aHTHASNPECAHT) HAH
uunpodnoxcaunt (aHTHGHOTHK), Thil KaTO TOBA MOXE 14 HAJI0XKH NPOMAHA Ha BalluaTa f03a Ondpexe.
Henpemenno npeaynpeaere Baiiiks nekap, ako npueMare nekapcTsa 3a JeueHHe Ha GosecTra Ha
[1apKHHCOH,

Oadpere ¢ Xpan, HANHTKH H AJKOXO0J
He nuiiTe ankoxoun, no BpeMe Ha gederneto Ondpec, Thi KaTO ¢AHOBPEMEHHATA YNoTpeba Ha

Quipeke H aANKOXOT MOXE Ja AOBEAE 10 NOABATA HA CEHAXBOCT.

BpeMEeHHOCT, KhpMene H QepTeanTer

AKO cTe OpeMEHHa WK KbPMUTE, CMATATE, Y€ MOXE Ja CTe OpeMEHHA WX NIaHHpaTe OpemMeHHOCT,
nochBeTBakiTe ce ¢ Bawna nekap wiH ¢gapMaueBT npeay ynorpedara Ha TOBa JICKApCTBO.

Bue He TpsabBa na mpuemMaTte TOBA JIEKApCTBO, B C1yyai Ha KbPMEHE, Thii KATO MaJlKO KOJIHHECTBO OT
Ongpekc Moxe Aa IpeMHHE B KbpMarta.

Illocpupane 1 pabora ¢ MALIHHH
He wodupaiite, He ¥3noN3BaliTe HAKAKBY WHCTPYMEHTH WK MAIIMHH Thii KATO CHIRECTRYHN
NOABATA HA CBHJIMBOCT 110 BpeMe Ha npreMa Ha Ondpekc.




BaxHa nHopManAs 32 HAKOH 0T CheTaBKHTE HA ONdpexc
Ondpexc chIbpXa N1aKT03a MOHOXHAPAT. AkO Baluuar nekap By € Kasaln, Ye HMaTe HEMOHOCHMOCT KbM
HAKOM 3aXapH, NOCHBETBANTE Ce ¢ Hero, MPEAH Aa BIEMETE TO3H [IPOAYKT.

3. Kax na npuemare Oagpexc

Bunaru npuemaiite Ondpekc TouHo kakTo Bu e kasan Bawua nekap. AKo He C1¢ CUTYpPHH B HEHIO,
nonuTakiTe Bawua Jexap win papMauesT.

O6uualinaTta aHeBHaTa Ao3a Ondpekc e Mexay 5 H 20 mg.
Onuteaiite ce Aa ripueMaTte Ondpexc no SAHO U CHUIO BpeME, BCSKH ACH.

[IpneMBbT Ha TAOJNIETKHTE HE 3aBYCH OT NIPHEMA Ha XpaHa.
AKO CHMNTOMHTE BH ce Bb300HOBAT, He crupaiite npueMa Ha OadpeKc npeau Aa cre ¢e KOHCYJNTHPAH ¢
Bawusa aekap.

AKo cTe NIpHeJH NoBeve 0T HeoOxoaumaTa ao3a Oadpexc

Beanara norspcete Baiuus nekap UK HanpaBo OTHACTE B HAH-GJIH3KOTO OONHHYHO 3aBEACHHE.

[TpH nauueHTHTE NpHENH noseye oT HeoOXxoanumara ao03a Ongpexc ce HabMOAABAT YUCCTEHA CHPIACUHA
nefiHocT, Bp30yaa/arpecHBHOCT, MpobiieMH ¢ roBopa, HeoOH4aiH| ABUKEHH (0COOEHO Ha THUETO HIH
e3MKa) ¥ pa3fAHYHA CTENEH Ha HAPYILEHNE Ha Cb3HaHHeTOo. JlpyrH CHMNTOMHU MOXe fia 6b/1aT: BHE3ANHA
00bPKAaHOCT, MPHAAABK {ENHISNCHA), KOMa, KOMOHHAUHMA OT TPECKA, YMECTEHO AHIIAHE, H3NOTABANL,
MYCKYJHa CKOBAHOCT H 3aMasiHOCT MK CbHJNBOCT, 3a0aBAHe Ha CbpACYHATA YECTOTA, aCNHpaLua,
MOBHILIEHO HITH NTOHWKEHO KPBBHO HAJIATAHE,

AKo cTe nponycHaaH Aa npueMere Ondpexc
He B3emaiiTe 180¥iHA 1034, 38 Aa KOMIIEHCHPATE NPOMyCcHATaTa A034a.

AKo cre cnpean aa npuema na Qugpexe

He crniupaiiTe ne4YeHHETO, 3a1L0TO CTe ce MOYYBCTBAIM No-106pe. BaKHO € Aa NPOABIKHTE la NPHEMATS
Ondpekc TonkoBa ALACO, KOJKOTO BH e npenopbuan Bamst nexkap.

AKXO BHe3anHo cnpere Aa npueMate Ondpekc, Moxe aa ce HabAKAaBaT NPH3HALH KAaTO H3NOTABAHE,
HapyLIEHHE B ChHS, TPEMOp (TpenepeHe), TPEBOXKHOCT UK rafieHe M MoBpbluaHe. Bawnat rekap Moxe aa
Bu npefnoxy na HAManHTe A03aTa [I0CTENEHHO, MPEAH Ka CIPETE NEHEHUETO.

AKO MMare HAKAKBH AOTBLAHUTENHH BIPOCH, CBhp3aHy ¢ ynoTpebara Ha TO3H IPOAYKT, MO/IS NOMUTANHTE
Bauuusa nekap uiH papmauenr.

4. BBL3MOXHH HEXKeJIAHH PEaKUHH

KakTo Bcrukn gexapctsa, Ondpekc MoKe Ja NpeIM3BHKA HEKEIAHH PEakliii, BbNPEKH e HE BCEKH T'H
MoJiy4asa. |

MHOro YecTn HEKEIANH JCKAPCTBEHN PEAKINM - 3acaraT 1(eanH) Ha 10 nauueHTa:
- HaJajapaHe Ha Terno,
- CBHJHMBOCT,
- NOBHIIEHHS B HUBATA HA MPOJAKTHH B KPHBTA,

YeeTn HOKETAHM NEKAPCTBEHN peakiaM - 3acsrat ot 1 o 10 Ha 100 naunenTa:




NPOMEHU B HMBATA HA HAKOH KPbBHH KJIETKH M MacTd B KpbBOOOpaleHHETO,

- [OBHIIEHHS B HYBATA HA 3axap B KPBBTA W YPHHATA,

- 3aCHJIEHO YYBCTBO Ha rnan,

- 3aMasHOCT,

-  6e3noxoiicTRO,

- Tpemop (Tpenepene),

- MYCKYJIHA CKOBAHOCT HJIH CNasbM (BKIIOYHTETHO ABHXCHHSA HA OUHTE),

- npobneMu ¢ rosopa,

- HeoBuuaiiny apikeHus (ocobeHo Ha JIHLETO HITH e3HKa),

- 3aleK,

- CyX0Ta B ycTara,

- ofpus,

- 3aryba Ha cuna,

- MPEKOMEPHA YMOPSEMOCT,

- 3axbpiaHe Ha BOJAA BOJAELIO AO OTHYAHE HA PBLECTES, MME3CHUTE WK Ha CThnanara,

- B HAUANOTO HA NEYCHHUETO HAKOM XOPA MOraT Ja NOUYBCTBAT 3aAMANHOCT Ml cnaboeT (Che
330aBgHe Ha ChPACYHATA YecTOTa) OCOOEHO MPH HINPABAHE OT NICrHAJIO HITH CEAHANO
nonoxenue, Toa OOHKHOBEHO NPEMHUHABA CAMOCTOATENHO, HO aKO TOBA HE CTAHE YBCAOMLTC
Batnua nexap.

- CeKCYANHH AMCHYHKUKH, KATO HaMaNeHO NHGHAO IPH MBXKE H JKCHH HJIH €PEKTHIHA JHCRYHKUMA

NPA MBXKE,

PeaKn HexeNIaHH JeKaPCTBEeHH peakiuu - 3acarat ot | 4o 10 #a 1 000 nayueHTa:
- DaBeH cbpAeUeH nyic,
- YYBCTBHTENHOCT KbM CIIbHYEBA CBCTIHHA,
- HesagbpIKaHe Ha ypHHarta,
- Koconan,
-  NIANCA HH HaMaJleHHe Ha MEHCTPYAAHHUTE LUHKNH,
- MPOMEHH B ILPAHTE NIPH MBAKE M XKESHH, KaTO NaToIorHyYHa MPOoAYKIHA H2 KEpMA HiH
MaTOJIOTHYHO HApacTBaHe.

JIpyru Bb3MOXKHH HEXKeJIAHH JIEKAPCTBEHH PeaKIHH- YeCTOTaTa HE MOXe aa (bAe OLECHeHa OT
HaJIHYHHTE JAHHH;

- ajepruyHa peaklus (HanpuMEp OTOK HA YCTaTa U I'bploTo, Cbphex, odpuB),

- auabeT MM BrollaBaHe Ha AuabeTa, NOHAKOra CBBP3aHO ¢ KeToaly103a (KETOHH B KPBhBTA H
ypHHATA) UK KOMA,

-  HOHM)KABAHE HA HOpMaJiHaTa TeJecHa TeMieparypa,

- bp4oBe, OOHKHOBEHO CBhpP3aHU C AHAMHE3A 32 rbPUYOBE (SMUNETICHA),

-  KoMOHHaUHA OT TEMNEpATYpPa, YUECTEHO AUIUAHE, U3IIOTIBaHe, MYCKYHa CKOBAHOCT U
COMHOQJIEHTHOCT/ ChHJIMBOCT,

- CNa3sMHu Ha QYHHTE MYCKYIH, NPHYHHABALLO NTHOJIeeLI0 ABHKEHHE HA QUUTE,

- HapyLI€HHA Ha CbPAECHHUS PUTBHM,

- BHE3aHa HeoOACHHMA CMBPT,

- HaJMYHe Ha KPLBHH ChCHPEIH, KaTO HanpuMmep AbAGoKa BeHO3Ha TPoMG03a B 00,1aCTTa Ha
KpaKaTa WX KpbBHH ChCHpelln B Oesins apob,

- Bb3NAJCHHE HA 33JACTOMANIHATA XKJ€3a, IPHYHHABALLO CHIHA KOpeMHa Oolka, TeMneparypa H
HEPA3NOJIMmKEHHE,

- yepHoZpoGHO 3aboMsgBane, NPOABABAILO C€ KaTo NOXKBITABAHE HAa KOXKaTa 1 Ha OsnaTa 4acT Ha
OUHTE,

- MYCKYJIHO 3a60/sBaHe, NPOABABALIO ¢€ KAaTO HeobACHUMY DONIKH H CTpaJaHKA,

- 3aTpPYAHESHHE NPH YPHRHHpPAHE,




- TIPOABMKUTENHA W/HIH BORE3HEHA EPEKLH.
JOKaTo npHeMar OJIaH3aliH, NALHEHTHTE B CTapyecKa Bb3pact ¢ AEMEHUMSA, MOraT Aa 0JyJaT HHCYJIT,
TTHEBMOHHS, HezanbpkaHe Ha ypHHATa, I1afladus, CUAHA yMOPAEMOCT, 3pDHTEITHY XaltolHHALIRH,
MOKAYBAHE HA TEeMNEPATYPATa, 3a4epBABAHe Ha KOXaTa U 1a HMaT npoGieMy B NoXoAKaTa. B Tasu
cneyudHYHa rpyna Nau¥eHTH HMa ChOGILEHHA H 3a HAKONKO CJlyYas ¢ GaTaneH usxoA.
[pu nanuenty ¢ 6onectra Ha [lapkuncon, Ondpexc MOXE Aa AOBEAE A0 BAOWIABAHE HA CHMNITOMHTE.
Pagxo, npH :KeHH NpHEMaLLKH HeKAPCTBEHH MPOAYKTH OT TO3H THIT 32 MPOABIIKHTENEH MEPHO] OT BPEME, €
Ha0JII04BaHO OTACNAHETO HA MAAKO OT MbPAKTE K NepHoau 6e3 MEHCTpYyallua WK HEpPEAOBCH
MEHCTpYaJEH LUUKBIL.
MHoOro pAaako NpH KbpMayeTa, POASHH OT Maliku, KOuTO ca npuemand Ondpexc B kpad Ha OpeMEHHOCTTA
(3-T4 TpUMeECTBP) MOXE Ja ce Habmoaasa TpeMop (TpernepeHe) WIH CbHIHBOCT,

CrolfinaBane Ha HeXKeNaHK peaKUiHy

AKO TIONYUHTE HAKAKBH HEXENaHH peaxiiny, ypeaomere Baius nexap win hapmanest. ToBa BKIOYBA
BCHYKH Bb3MOKHH, HEOIIHCAHH B TA3H JIMCTOBKA HEXXENAHH peaklH. MoxkeTe Chilo Na ChoOLHTE
HEXENAHU peakunH IupexTHO Ha UsmenanTeNHa arenuua no sexapersata (MAJI):

bbJAT'APHUS, Codua 1303, yn. damsia ['pyes 8
Ten. +359 2 8903555

e, nowa: bda@bda.bg

yebcaiitT: www.bda.bg

Kato cpobinasaTe HEXEIAHN PeakUHH, MOXETE Aa JaAETe CBOs NMPHHOC 34 NOAYYaBaHE HA MOBEHE
HB{opMaLHsa OTHOCHO 0€30NacHOCTTa Ha TOBA IEKAPCTRO.

5. Kak ga cexpanasate OQudpexe

Ha ce coxpanssa nox 25°C,
I{a ce chXpanspa B OPHIMHAIHATA ONAKOBKA,
1a ce chXxpaHsiBa Ha MACTO, HEJOCTRMHO 3a Jelia.

He uznomssaiite Ondpekccieq cpoka Ha FOIHOCT, OTOEA3aH BBPXY ONaKOBKATA.
CpPOKBT HA FOAHOCT OTTOBAPA HA NOCASAHHA ACH OT NOCOYEHH MECCLL

JlexapcTBara He Tps0OBa Aa ce H3XBBPIAT B KAHANH3AUUATA HAY B KOHTEHHEPA 3a AOMAllHY OTNaABUH.
[TonuTaiite Bamus ¢apManeBT Kak Aa YHHILOXKHTE HEHY)KHUTE BH nekapcrea. Tesn MepKH e
CIMOMOTrHAT 3a ONAa3BaHEe HA OKOAHATA CpeAa.

6. CoabpkanHe HA ONAK0OBKATA ¥ JONBLJIHNTEIHA HHPOPMALHS

Kakso coabpxa Ongpexe

- AKTHBHOTO BeLLUECTBO € OJIAH3AITHH.

- JIpyrure cBCTaBKH Ca: NaKTO3a MOHOXHAPAT, KPOCHOBHJOH, MUKPOKPHCTAIIHE UEITYJIO3a, MAarHE3NEB
CTEAPAT, X¥APOKCHNPONUALENY032, NONN (BMHUNOB alIKOXON), THTAHOB anokcui (E171), Tank,
kcaHTanosa ryma (E4135), neuntus.

Kak m3rnexna Ondpekc H KAKBO ChALPHKA ONAKOBKATA
Ongpeke ce npeanara 8 KapTOHEHA ONAKOBKA.
Besika kapTOHeHa ONaKkoBKa Chabpka 28 ¢puamMupany TabeTky, ONaKkoBaHu B 2 (1Ba




Bcekn BancTep cvappika 14 ¢unMupann TabneTku.

fIpaTexaTen Ha paspemeﬂne'ru.aa ynorpeba 1 NPOH3BOAUTE

HOBEJI ®PAPMA EOOQ/]]
OxosoBpeCTeH MBT Ne 36
Codus 1415, Bearapus

JaTa na nocjaeano apepasriexaane Ha jucrorara: 06/2017




