JJUCTOBKA: HH@OPMAIIUA 3A ITIALIHEHTA

Oadpexc 20 mg puIMupaHH TaONEeTKH

Olfrex 20 mg film-coated tablets
oJlaH3anuH (olanzapine)

IpoyeTere BHRMATEIHO LAJIATA JHCTOBKA NPeAH A2 3all04HETe 1a NPHEeMATE TOBA JIEKapCTBO, Thil
KAaTo TH ChALPKA BaXkHa 32 Bac nadopmanus.
- 3anazere Ta3H AHCTOBKA. MoOXe 3 & HANOXKH Ja 1 NPOYETETE OTHORO.
. AKO HMaTe HAKAKBH AOIBJHHTEIHA BBIPOCH, MonuTaliTe Balua nexap nix ¢papMalesT.
ToBa stekapcTBO € NpeanHcaHo muuHo Ha Bac. He ro npeorcrbnpaiite Ha Apyrd xopa. To Moxe
12 UM HABPEJH, He3aBUCHMO OT TOBA, Yye TEXHHTE CHMITOMH €A ChiliuTe Karo Bamure.
AKO NIOAYUHTE HAKAKBY HEKENBHUTE CKAPCTBEHM PEakuuy, yseaomere Baiius sekap
HIH apMalieBT. TOBa BKJIIOYBA H BCHYKH BB3MOMHH HEXEaHH peaKLHH, HEOMHCaHH B
Ta3| JUCTOBKA. BrxkTe TOUKA 4.

(M3 rLARTENHA ATEHUMA N0 NEKAPCTBATA

AlucmoBa - [lpuaoxenue

KakBo ¢bABPKA TAZH JIHCTOBKA
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1. Kakso npeacrap/iasa Qidpexe H 33 KAKBO ¢€ H3NO/I3IBA

Ounpekc NpHHAJIEKH KbM Tpynata JIeKapcTsa, HapeueHH aHTUIICHXOTHIIH.

Ondpeke ce M3MON3Ba 32 AeHenre Ha 3a001aBanud, MPH KOMTO Ca HAJIHUE CHMNTOMH KaTo YyBaHe,
BH)KAAHE MM ycellaHe Ha HECHILECTBYBALLH 00SKTH, HATYIHH MUCITH, HEOOHUY8HHA NOAO3PHTEITHOCT,
3aTRapaHe B cebe cu. Xopara ¢ ToBa 3ab0NABaHe MOXE ChILO 1a Ce YYBCTBAT MOTHCHATH, TPEBOXKHH

WM HATPErHary.

Ondpeke MOXe Aa ¢& H3N0M3Ba 3a JCUCHHE Ha CHCTOAHHA, KOHTO NPOTHYAT CBC CHMNTOMH, KaTo
NPUTIOBAHTHATO HACTPOEHNE, HeoGHUaHHO KOMMYECTBO eHEpris, MO-MaNka HEOOXOAUMOCT OT ChH, MHOTO
6bp3 rOBOp ¢ HABALLHK eHA CIISA APYra WSH H OHAKOra CHIIHA pa3apasHHTENHOCT. CbILO TaKa
cTaGHAN3Hpa HACTPOSHHETO, KATO MPEANa3pa OT N04BaTa Ha BOACIIO A0 HEACECHOCOOHOCT NOBUILIABAHE
WIH NOoHIKaBaHe (MOTHCHATOCT) Ha HACTPOEHUETO, CBBP3aHH C TOBA ChCTOAHHE.

2. Kakso TpatBa xa 3Haere, npean Aa npueMere Ongpexe

He npuemaiite Ondgpexe
- AKO CTe aepriyiHy (CBPLXYYBCTBHTENHU) KbM OJIAH3AIMH HAH KbM HAKOA OT OCTAHAIHTE CHCTABKH

Ha Onipexc. ANEPruvHaTa PEakipa MOXE 1 Ce Pa3no3Hae o HAMMYHETO Ha 0OpHB, ChpOEXK, OTOK HA
AULETO, [TOZYBAHE HA YCTHHTE MJIM HEOCTHI HA Bb3AYX. AKO TOBa ce ClIyyH ¢ Bac, o0bpHeTe ce KbM
Baius nekap;

- aKO HAkora BH € ocTaBeHa AHArHO3a CBBbP3aHa ¢ NpodaAeMH ¢ OUHTS, HAIPHMED HIAKOY$

rnayxoMa ([OBUILIEHO HAJIAraHe B OKOTO).




O0uLpuere cCneNNaNHo BHUMAHNE npn ynorpedara ua Ondpexc

- IEKapCTBa OT TO3H THI MOraT Ja MPEAH3BHKAT HEOOHYaliHH ABIDKCHHA NPEAHMHO B 00JIacTTa

Ha JIMIETO H e3uka. AKO TOBa ¢€ CIyHH CleR kaTo ¢Te npuenH Ondpexc, HHpopMupaliTe Balns nexap;
- MHOTO PAIKO, JIEKAPCTBA OT TO3H THI MOTaT Aa NIPeAu3BHKAT KOMOHHALNA OT TEMNSPATypa, yHECTEHO
NMiliaHe, H3MOTABAHE, CKOBAHOCT Ha MYCKYITHTE, CHHIMBOCT MJIH O€3CBHHE. AKO TOBa C€ Cly4H,
He3alaBHO norepcere Bawusg nekap;

- HE ce npenopbuBa ynoTpedara Ha Ondpekc MPH NAUMEHTH B CTAPHECKA Bb3PACT ¢ AEMEHLHS, Thil KaTO
MOZKE /12 OBeJE IO NOSBATa HA CEPHO3HH HEXENaHH eeKTH;

- ako Bue cTpafare OT Hskoe oT H30poeHHTE MO-20Ay 3abonaBanua, yseaoMere Baiuys nekap Bb3MOXHO
Hal-0BP30: |

» nuaber,

* CEpAEHHO 3a0onsaBaHe,

* yepHOAPOoOHO WK 6BEOpeUHO 3a00sBaHE,

* 6onecT Ha [TapkMHCOH,

* eIIHJICNICHA,

* NpobJIeMH ¢ MPOCTATATA,

* YypeBHA HEMPOXOJUMOCT (MApanuTHYEH UNeyC),

* 3360/19BaHHS Ha KPBBTA,

* WHCYNT WIH “MUHK” MHCYNT (BPEMEHHH MPU3HALM HA HHCYIT),

- aKO CTPaJiaTe oT AeMeHLs, Bue Him YoBeKbT, KOUTO ce rpixky 3a Bac Tpsabsa na uddpopmupa Bawius
aexap.

KaTo pyTvHHa npeanasHa Mapka, aKO CTe Ha Bb3PACcT Haa 65 rofuHn BameTo kpbBHO Hansirane TpaGea fia
ce HaDntozaBa oT Baluus nekap.

Ondpekc He e npesHAIHAYMEH 34 nanHenTn noj 18-roanilrHa Bb3pacT.

Apyrn aexapersa v Oadpexe

Wndopmupaiite Bains nekap, ako npueMare WiH HaCKOPOo CTE NMpHeMald APYTH JICKapCTBa.

[IpueMsbT Ha JpYyru NEKapcTBa O BpeMe Ha neveHnero ¢ Ondpekc € Bb3MOXKEH caMo N0 NPeANHCaHHE Ha
Bawusar nexap.

B13MOXKHO € 1a MOUyBCTBATE ChHAHBOCT, ako MpHeMate Ondpexe B koMOUHALMS C aHTHACTIPCCAHTH HIH
NEKApCTBA 32 ISYEHHE HA TPEBOKHOCT MIIK TAKHBA TIOATIOMATAINN ChbHA (TPAHKBANW3ATOPH).
HeobxoauMo e fa ypeaoMHTe Bauus nexap, B ciy4aii de npuemare ¢ayBoKcaMuH (AHTHASNPECAHT) HIH
uunpodaokcauyy (aHTHGHOTHK), ThH KaTO TOBA MOXKE Aa HAJIOXKH MpOoMsAHa Ha Bawarta 103a Ondpexc.
Henpemenno npeaynpenere Bamuus nekap, ako NpHeMare fekapcTsa 3a JieucHue Ha foecTra Ha
[TapKuHCOH.

Ondpeke ¢ xpaHn, HAMUTKH B AJIKOX0J1
He nuiite anxoxon, no BpeMe Ha nedennero Qudpekc, Thil KaTo eAHOBpEMEHHATA ynoTpeba Ha
Ounppexe H aNKOXON MOXKE Ja JOBEAES N0 MOABATA HA ChHIHBOCT.

bpeMeHHOCT, KbpMeHe H QePTe/IHTET

Ako cTe OpeMedHa WiTH KbpMHTE, CMATATE, Ye MoXe ja cTe OpeMeHHa uau nnanupare 6peMeHHOCT,
nocbBerBaiite ce ¢ Bawus Jekap uiau dapmauesT npeay ynotpedaTta Ha TOBa JIEKapCTBO.

Bue He TpsaOBa A2 npHEMaTe TOBa NEKaPCTBO, B Cly4al Ha KbPpMEHE, TbH K&TO ManKo KOJHYECTBO OT
Ondpekc MOXe 1a NPEMHHE B KBPMATA.

Hlopupane n pabora ¢ MAIIHHH
He modupaiite, He u3non3salite HUKAKBH HHCTPYMEHTH MJIH MAILMHH ThH KATO ChLUICCTBYB] &
NoqBara Ha CHHIKMBOCT MO Bpeme Ha npuema Ha Oadpexe.




Baxua uRGopManus 32 HAKOH 0T ¢heTaBkuTe HA Qudpexe
Ondpexc ChAbPXKA NaKTO3a MOHOXHAPAT. Axo BalusT nekap BH € kasaj, Y HMaTe HEIIOHOCHMOCT KBbM
HAKOM 3aXapH, NOChBeTBalTe e ¢ HEero, npeaq Aa B3eMeTe TO3H NMPOAYKT.

J. Kak aa npuemarte Qadgpexc

Buuaru npuemaiite Ondpeke TouHo kakto Bu e xazan Bamvs nekap. AKO He CTe CHT'YPHH B HELLO,
nonuraiiTe Baimsa nekap unn gpapMauesT.

O6uuaiinara gHeBHaTa Ao03a Ongpekc e Mmexay 3 1 20 mg.
Onureaiite ¢ce aa npueMare OngpeKc 1o eHO H ChIIO BPEME, BCEKH AEH.

[Tpuembr Ha TabneTKUTE HE 3aBUCH OT NpHEMA HA XpaHa.
Ako cumritoMute Bu ce Bp300HOBAT, He cnupaiite npuema Ha Ondpexce npen Ja cTe C€ KOHCYNTHPaNH C
Bawusa nexkap.

AKO cTe MpHe/H nosede oT HeoOxoaumaTa a03a Ondpexc

Bennara norepcere Baluus sekap WK HaNpaBo OTHAETE B HAH-OMH3KOTO GOMHHYHO 3aBEACHHE.

Ipy manMeHTHTE NpHENH opede OT HeobxoauMara ao3a Ondpekc ce nabmonasar y4ecTeHa ChpietiHa
aeitHoCT, BB36YAa/arpecuBHOCT, MPobJIeMH ¢ F'OBOpa, HeoGHYANHHY JBHAKEHNA (0COOCHO HA THLETO HIIH
€3MKa) Y PA3/IHYHA CTETIEH Ha HApYLICHUE Ha Ch3HaHKeTo. J[pyri CHMITOME MOXe Aa Ob/iaT: BHE3alHA
00BPKAHOCT, NPUNALBK (enunencus), Koma, KOMOHHALUHKA OT TPECKa, yuUeCTEHO NHINAKE, H3NOTABANE,
MYCKYJHA CKOBAHOCT H 3aMAasHOCT WM ChHIHBOCT, 3a0aBsAHe Ha ChpJeYHaTa 4eCTOTa, aCIHpaLH,
MOBHLIEHO HJH MOHYXEHO KPbBHO HANATAHE.

Ako cTe nponycHaau aa npuemere Ondpexc
He B3emaiiTe ABOIHA [034, 32 1a KOMNEHCHPATE NponycHaTara a03a.

AKo cte cnipean xa npuema na Qadpexc

He cnupaiiTe neyeHHeTO, 3aILOTO CTE CE NOYYBCTBA/IH No-700pe. BaxkHo € Aa NpoAB/DKHTE a npHeMaTe
Ondipekc TONKOBa JBJIT0, KONkOTO BH € mpenopbyan Balyar aAekap.

AKo BHe3anHo cnpere aa npuemare Ongpekc, Moxke fa ce HabaloaaBaT NPH3HAUH KATO H3MOTABAHC,
HAPYLUICHAE B CBLHSA, TPEMOp (TpenepeHe), TPEBOKHOCT WM TaJICHE U MOBPbLUaHe. BallIHAT nekap MOke 1a
Bu npexnoky a HAMANKWTE J03aTA TIOCTENEHHO, [IPEAH 3 CIIPETE NCUEHHETO.

AKO MMaTe HAKAKBH NOIMLIHUTEHY BbIPOCH, CBBP3aHu ¢ ynorpebara Ha TO3H NPOAYKT, MOJIS NOTIHTANTE
Baiuusa nexap uiH $papMalest.

4. BbIMOXKHH HEXKETAHH PeAKIHH

Kaxro scruky nekapctBa, Ondpexc Moxe Aa NpeiH3BHKa HEXENaHH PeakLHH, BBIPCKH 4¢ HE BCCKH I'H
nony4asa.

MHOro 4eCTH HexkelaHH JeKapCTBeHH peaklHH - 3acsarat 1(eann) Ha 10 naugedTa:
-  HaJLJaBaHe Ha TEerJo,
- ChHJIHBOCT,
~  NOBHILUEHUA B HUBATa Ha NTPOJNIAKTHH B KPbBTA.

YecTH HeKEIaHH JEKAPCTBEHM Peakiun - 3acarat ot 1 a0 10 Ha 100 nanueHra:




- pOMEeHH B HHBATA Ha HAKOM KPbBHH KJIETKH H MaCcTH B KPbBOOOPAILCHHETO,

- MOBHILIEHHA B HABaTA HA 3aXap B KPHBTa H YPHHATA,

- 3aCHNI€HO YYBCTBO Ha rnaj,

- 3aMasgHOCT,

- Ge3noxoHCTBO,

- TpeMop (Tpenepene),

- MYCKYJIHA CKOBAHOCT MJIH CTIa3bM (BKJIIOYHTEHO JBHIKEHHA Ha OUMTE),

- npobJieMH € roBopa,

- HeoOHvaliHH ABHXeHHA (0CODSHO HA JTMUETO HIW e3UKa),

- 3afeK,

- CyXO0Ta B YCTara,

- 00pus,

- 3aryba Ha cria,

- TIPEeKOMEPHA YMOPHEMOCT,

- 3ajbpKaHe Ha BOJA BOACLIO A0 OTHUAHE HA PhlETe, VIE3EHHTE HIIH Ha CThNnanata,

- B HAYaJIOTO HA NEYEHNWETO HAKOH XOpa MOTAT Ja MOYYBCTBAT 3aMagHOCT HIH ¢/1aboCT (Che
3abaBsHE HA ChPAEUHATA YecToTa) 0OCOOEHO NpH H3NPABAHE OT JICTHANIO HIIK CEHAJIO
nonoxeHue, ToBa OOMKHOBEHO NpEMHUHABA CAMOCTOATEIHO, HO K0 TOBA HE CTAHE YBEAOMCTC
Bawuusa nekap.

- cekcyanHH AuC(hYHKIHMH, KATO HAMAIEHO NHGHA0 NPH MBKE H KEHH WIIH €PEKTHIIHA AUCHYHKUINA
IPH MBXKE,

Peakn HeXKeJIAHH IEKAPCTREHH peakiuu - 3acsrat oT | 1o 10 Ha | 000 nauuesTa:
- DaBeH cepAeveH nyJc,
- YYBCTBHTE/IHOCT KbM CJBLHUCBA CBET/HHA,
- HE3aXbpyKaHEe HA YpUHATa,
- Koconan,
- [MIca WM HaMaJleHHe Ha MEHCTPYAIHHTE IIHKIH,
MPOMEHY B FEPANTE NMPH MBXKE W JKEHH, KATO NaTojOrHiHa MPOAYKUHA Ha KbpMa Wik
NaTONOTHYHO HAPACTBAHE.

JIPYTH BLb3MOKHHE HEXENAHH JeKapCTBeHH PeaKIHH- YeCTOTaTa He MOXeE 42 ObAe OLICHEHA OT
HATMYHUTE AAHHH:
- anepruyHa peakius (HampuMep OTOK Ha YCTaTa H I'bpJioTo, Chplex, 0OpuB),
nuaber HAH BIOLIABAHE HA AWabeTa, MOHAKOra CBBP3aHO ¢ KETOalH103a (KEeTOHH B KPBBTA U
YPHHATA) HJIH KOMa,

IIOHHKABAHE HA HOPMANHATA TEIIECHA TEMIIEPATYPa,

- TbpuoBe, OBHKHOBEHO CBBP3aHH C aHaMHe3a 33 rbpYOBE (CMHIIENCHA),

- KOMOWHALMA OT TEMIIEPATYPA, YUSCTECHO JHILAHE, H3NOTABAHE, MyCKY/HA CKOBAHOCT H
COMHONIEHTHOCT/ CBHAHBOCT,

- CNasMH Ha QUHHTE MYCKYJIH, NPHYHHABALLO JIKOJIeeLUO ABHXEHHE HA OYNTE,

- HapyLUEHHS Ha ChPASUYHHS PHTHM,

-  BHE3almHa HeQOsCHHMAa CMBPT,

- HaJHuMe Ha KPbBHH ChCHPELH, KaTo HanpuMep Abiboxa BeHo3Ha TpoMbo3a B obnacTTa Ha
KpaKaTa WIH KpbBHH ChCHpeld B Benus apob,

- Bb3NaNeHHE HA 3a[CTOMAILHATA XKJIe3a, IPHYHHABALLO CHIIHA KopeMHa Bollka, TeMilepaTypa H
HepasnoOXKeHHE,

- 4eprOAPOGHO 3a6onaBaHe, MPOABABALLO CE KATO MOXKBJITABAHE HA KOXATa H Ha OsUtaTa yacT Ha
OUHTE,

- MYCKYJHO 3afonsasane, NPOABABALLO C€ KaTO HEOOSACHHMH DONKH U CTPalaHUA,

- 3aTpyAHEHHE NPH YPHHHPAHE,




- MPOABIDKUTENHA H/UnH OoNe3HEHa EPeKLIHAL.
JlokaTto npueMar OaH3anHH, MALHCHTHTE B CTAPYECKa BB3PacT ¢ IEMEHLH, MOraT fia NoTy4aT HHCYIIT,
MHEBMOHUS, HE3aABPKAHE HA YPUHATA, NAfaHNA, CHIHA YMOPAEMOCT, 3PHTE/IHH XallOIHHALIHH,
NOKA4BAHE Ha TEMIIEPaTYpaTa, 3a4ePBABAHE HA KOXATa H A4 HMAT MpoGaeMH B NnoxoakaTa. B Tasy
crneuMPpUUHA rpyna NaLMeHTH HMa ChOGIIEHHA H 38 HAKONIKO Clydas ¢ (aTalcH H3XOJ.
ITpu nauuenTy ¢ GosecTTa Ha IlapknncoH, Ondpeke Moxe 3 A0Be]E A0 BACLIABAHEC HA CHMIITOMHTE.
Paaxo, npy xeHu MpHEMaUIM NeKAPCTBEHH MPOAYKTH OT TO3H THI 34 MPOABIKHTENACH NEPUOA OT BPEME, €
HabJII0AaBaHO OTASIISHETO Ha MIIAKO OT MbPAMTE U NEPHOAH 0e3 MEHCTPYALHs HITH HEPEAOBEH
MEHCTPYAIEH WKL,
MHOTO PAIKO HpH KEPMAYETa, POAEHH OT MaikH, KOHTO ca npueMaiy Onppeke B kpad Ha OPeMEHHOCTTa
(3-TH TpHMeCTEP) MOXKE Ja ce Habmoaasa TpeMop (TpenepeHe) Wik ChbHIHBOCT.

CrollaBane HA HEXKEIAHH PEAKUHH

AKO NOJYHYNTE HAKAKBY HEXENAHU peakumm, yeeaomere Bawina nexap unn dpapmauent. Topa Briousa
BCMYKH BBE3MOYKHH, HEOTIHCAHH B TA3H JIMCTOBKA HEXENAHH peakuun, MoxeTe Chbiio Aa ChODILUHTE
HEXKEJIAHH peakLuH AMpeKkTHO Ha U3mbnnuTeiHa areHuns no gexapersara (MAJI).

BBJITAPUS, Codus 1303, yn. Hamsu ['pyes 8
Ten. +359 2 8903555

eJ. nowa: bda@bda.bg
yeGcaiit: www.bda.bg

Kato cho6luaBaTe HeKeNaHn PpEaKkUHH, MOXeTe Aa JaJieTe CBOs MPUHOC 34 MONYYaBaHe HA [10BEYe
HHdopMaLHa OTHOCHO Oe30MacHOCTTa HA TOBA JIEKAPCTBO.

5. Kak ga cexpanasate Ouadpekc

Ha ce cuxpansBa nog 25°C,
Jla ce CEXpaHaBa B OPHIHHANIHATE ONAaKOBKa.
Ha ce cpxpaHgBa Ha MACTO, HEAOCTRIHO 32 Aclia.

He usnonssaiire Ondpexc cne cpoka Ha roAHOCT, 016end3aH BbPXY ONaKoBKaTa,
CpoKBT Ha FOZHOCT OTrOBapsA HA MOCACAHHA JEH OT TOCOYEHHI Mecell,

JlexapcrBaTa He TpAOBa Aa ce U3XBBPJAT B KaHAIH3aUMATA WIH B KOHTEHHEPa 3a 1OMalllHH OTNaAbLUH.
[TonuTaiite Bawmms dapMaLeBT Kak Aa YHHINOXKHTE HeHy)HUTE B nekaperea. Tesu MepkH we
CIIOMOPHAT 23a ONAa3BaHe Ha OKONHATA Cpesa.

6. CohabpKaHHEe HA ONMAKOBKATA M JONBIHATENHA HRPOpMANHS

Kakso chabpxa Ongppexc

- AKTHUBHOTO BELISCTBO €: OJIaH3aMHH.

- Jpyrute ChCTaBKH Ca: TAKTO3a MOHOXHAPAT, KPOCTIOBHAOH, MUKPOKPHCTANHA LIEJTY103a, MArHE3HEB
CTeapaT, XHAPOKCHIPOIIMILEAY03a, MoK (BHHHIIOB alKOXO0N), THTaHOoB Auokcua (E171), Tank,
KcanTaHoBa ryma (E413), neuutHH.

Kax u3raexaa Ondpeke H KaKBO ChABPIKA ONAKOBKATA
QOngpekc ce npeanara 8 KApTOHEHa ONakoBKa.,

Bceexu Gauctep ¢paAbpxa 7 puaMUpaHu TabaCTKH.




Bcska KapTOHeHa OMAKOBKa ChABpPXKa 28 duamMupany TaGneTkH, onakoaHy B 4 (YeTupn) O1HcTepa.

[IpuTexaTes HA paspelieHReTo 3a yroTpela U nponIBouTeN

HOBEJI ®PAPMA EOON
Oxoa0BpECTEH MBT Ne 36
Coous 1415, brarapus

JIaTa Ha moc/efiHo npepasraexaane na aucroskara: 06/2017




