JINCTOBKA: HHOOPMAIIMS 3A nAuHEHTA/ D 4dD22N”

Ondpexc 20 mg puamupann Tabaerkn & 9y & 10 -Ub- 207

Olfrex 20 mg film-coated tablets
onaH3anuH (olanzapine)

HPO'-IETETE BHHMATEJHO HAJATA JIHCTOBKA MPEAH A 3alIOYMHETE 1a IDHEMATE TOBA JICKAPCTBO, ThHH

KATO TS ChABbPkKa BaxHa 3a Bac unpopmanus.
- 3ama3sere Ta3M JMCTOBKA. MoXe /1a ce HaloXH J1a 1 Mpo4YeTeTe OTHOBO.

- AKO MMaTe HAKaKBHU JOIBJIHUTEIHU BBIIPOCH, NIonuTaiiTe Baluus nexkap Wi ¢papmaleBrT.

- ToBa nekapcTBO € npeAnyucaHo JM4HO Ha Bac. He ro npeorcrbnsaiiTe Ha Apyru xopa. To Moxe
Jla UM HaBpeau, He3aBUCHUMO OT TOBA, Y€ TEXHUTE CUMIITOMH ca ChlIMTE KaTo Baluure.

- AKO nony4yuTe HAKaKBH HEXEJIAaHUTE JIEKAPCTBEHHU peaklH, yBeaomere Baiuus nekap
M apmanesT. ToBa BKJIKOUBA U BCHUKHM Bb3MOXHHU HEXEJIaHW peaklii, HEONUCAaHH B

Ta3u JIMCTOBKA. BHxTe TOUYKa 4.
KakBo ¢bAbpKa Ta3H JIHCTOBKA

KakBo npeacrasisaBa Ongpekc U 3a KaKBO €€ U3I10J13Ba
KakBo TpsOBa na 3HaeTe, npeau aa npuemere Ondpekc

Kak na npuemare Ongpekc

B1b3MOXHHU HeXeJlaHU peakluu

Kak na cexpanasare Ondpekc

Chabp)kaHHe Ha ONAaKOBKAaTa M JOMbBJIHUTEIHA HHpOpMaLUs
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1. Kakso npeacraBiasBa Ouadpexc H 3a KaKBO ce H3M0.13Ba

Ondpekc NpuHaAIEKH KbM IpyliaTa JIeKapcTBa, HApe4eHH aHTUIICUXOTHULIM.

Ondpekc ce U3MoJ3Ba 3a jeyeHue Ha 3a009BaHusA, MPU KOMTO Ca HalULe CHMIITOMH KaTO YyBaHe,
BHJK/JIaHE WJIH YCelllaHe Ha HEeCBIIECTBYBAIM 00€KTH, HalyIHH MHUCITH, HeoOHUaiiHa MoJ03pUTENTHOCT,
3aTBapsHe B cebe cu. Xopara ¢ ToBa 3a60/15BaHe MOXKe CBhIIO Ja ce YYBCTBAT MOTHCHATH, TPEBOXKHH

WJIM HarperHaTw.

OJ'I[prI{C MO2K€ J1a C€ HU3I10JI3Ba 3a JICHEHHUEC HA CbCTOAHUA, KOUTO MPOTHYAT CbC CHMIITOMH, KATO
MPpHNIOBAUTHATO HACTPOCHHC, HeoOHYaliHO KOJIMYECTBO CHCPI'HA, I10-MaJIKa HEOOXOAUMOCT OT CbH, MHOTO
61:[33 roBop € HABalH €1Ha CJjicl Apyra HA€H H IIOHAKOI'a CHJIHa pa3/Ipa3sHHUTCIIHOCT. CbU10 Taka
CTEGHHHSHPH HACTpOCHHUETO, KATO NpearnasBa OT 1nosiBata Ha BOACULO 10 HeJaeecnocoOHOCT NOBHIIIABAHEe

WJIM MTOHWIKaBaHe (MOTHCHATOCT) Ha HACTPOEHUETO, CBbp3aHU C TOBA CbCTOAHHME.

2. Kakso TpsabBa aa 3Haere, npeau aa npuemere Oadpexc

He npuemanire Ouagpekc

- aKO CTe aJepruvyHM (CBPbXUYBCTBMTEIHM) KbM OJIAH3AMUH WK KbM HAKOSA OT OCTAHAJIUTE ChCTABKH
Ha Ondpekc. AnepruyHara peakius MoxXe J1a ce pasro3Hae Nno HaIH4YHeTo Ha OOpHB, CbpOEXk, OTOK Ha
JIMLIETO, NOAYBaHE HA YCTHUTE UJIM HEJJOCTUT Ha Bb3yX. AKO TOBa ce cliyuH ¢ Bac, oObpHeTe ce KbM

Bawus nekap;

- aKo HAKora Bu e nocTtaBeHa Jiuardosa cBbp3aHa ¢ npo0JieMH ¢ OYMTE, HallpUMeEp HAKOW BUJI0BE

rmaykomMa (NOBHILEHO HAJIAraHe B OKOTO).
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O01pHeTE CeHAJIHO BHHMAHHE NIpH ynorpebaTra Ha Oagpexc

- IEKAPCTBA OT TO3M THIT MOTAT Ja NpedH3BUKAT HeoOHYaliHH ABHXEHHUA NTpeAMMHO B obnacTra

Ha JIMLIETO H €3uKa. AKO TOBa ce CIyud chel kaTo cte npuenu Ondpekc, nHGopMupaiiTe Baius nekap;
- MHOT'O PAAKO, IeKapCTBa OT TO3H THI MOraT fia NpeAM3BHKaT KOMOHHallUA OT TeMIepaTypa, Y4ecTeHO
IQHIIaHe, H3NOTABAHE, CKOBAHOCT Ha MYCKYJINTE, CHbHIMBOCT WX Oe3ChbHUEe. AKO TOBA Ce CITYUH,
He3abaBHO noTepceTe Baius nekap;

- He ce npenopbuBa ynorpedara Ha Ondpekc NpH NalMeHTH B CTApUEeCKa BB3PacT ¢ AeMeHLMA, Thi KaTo
MOXKE 1a AOBEAE A0 NOARATA Ha CEPHO3HH HEXENaHH eHEKTH;

- ako Bue cTpagaTe oT HAKoe oT H3OpoeHUTe NO-40Jy 3ab0nABaHus, yBeJoMeTe Bamus nekap B3MOXKHO
Hai-0bp30:

* nuaber,

* chpAecuHo 3abonABane,

* yepHoapobHO UK OBOpeuHo 3abonsaBane,

* GonecT Ha [IapKUHCOH,

* CMIHAETICHA,

* npobeMH € NTpOCcTaTaTa,

* YpeBHA HEMPOXOAUMOCT (MapaTHTHYEH HIEYC),

* 3200/19BaHHA HA KPHBTA,

* HHCYNT WIH “MHHH’ HHCYNT (BpEeMEHHH NMpPpH3HALM HA HHCYIIT),

- aKO CTpaJaTe OT AcMEHIUS, Bue uIM 4OBEKBT, KOHTO ce IpikH 3a Bac TpsbBa na HHGopMHpa Bawuus
nekap.

KaTo pyTHHHA npeana3sHa MApKa, ako CTe Ha Bb3pacT Haj 65 roanHu Baieto xpbBHO HanAraHe TpsbBa Aa
ce Habniogara ot Bawus nexap.

Oadpexc He e npeaHA3IHAYEH 332 NAHEHTH NoA 18-roqHIIHA BL3IpAacT.

Hpyru aekapcrsa H Oagpexc

Hudopmupaiite Bawna nekap, ako NpueMaTe MIH HACKOPO CTE NpHEMaln APYrH JeKapCcTha.

ITpueMBbT Ha APYrH NEKapCTBa 110 BpeMe Ha JIedeHHeTo ¢ OadpeKc € BB3MOXKEH CaMo N0 NpenucaHue Ha
BaimuaT nexap.

BB3MOXHO € Aa MOYYBCTBATE ChHAMBOCT, aKo npueMate Ongpekc B KOMOMHALINA ¢ aHTURETIPECAHTH UMU
JIEKapCTBA 32 JICYEHHE Ha TPEBOXKHOCT HITH TAKHRA NOANIOMAarauly ChHA (TPaHKBHIH3ATOPH).
HeoOxoauMo ¢ 1a yBeaoMuTe Ballina nekap, B ciydai 4e npueMare uiyBokcaMHH (AaHTHAENPECAHT) MITH
uurpodgnokcalnH (aHTHOHOTHK), Thil KaTO TOBa MOXeE Ja HaJIOXHM NpoMsaHa Ha Baizara nosa Ongpexc.
HenpemenHo npeaynpeaere Baiiys nexkap, ako npueMaTe NEKapCcTBa 3a JieueHue Ha fonecTra Ha
[TapKUHCOH.

Oagpexce ¢ XpaHH, HANTHTKH H AJIKOX0JI
He nuiiTe akoxon, no BpeMe Ha nedeHueTo Ondpeke, Thil kaTo ¢AHOBpeMeHHaTa ynoTpeba Ha
Ondpexc B ATKOX0N MOXKe Ja JoBee A0 MoABaTa Ha ChHINBOCT.

bpeMeHHOCT, KhbpMeHe H pepTeHTeT

Ako cre 6peMeHHa HH KbpPMHTE, CMATATE, Ye MOXKe fa cTe OpeMeHHa UM INaHHpaTe OpeMeHHOCT,
noctpeThalTe ce ¢ Bamms nexap unu ¢papmaueBT npead ynorpebaTta Ha TOBa N€KapCTBO.

Bue He TpsOBa fa npHeMaTe TOBa JIEKApCTBO, B ClIy4all Ha KbpMEHe, Thil KATO MaIKO KOJTHYECTBO OT
Ondpekc MOxke Ja NpeMuHe B KbpMara.

Illogpupane u pabora ¢ MAIMHHYN .

He wogupanTe, He H3n0n3BadTe HUKAKBY HHCTPYMEHTH WIH MAlIHHU ThH KATO CBLIE
MoABaTa Ha ChHIMBOCT IO BpeMe Ha npuema Ha Ondgpekc.



BaxxHa HHQOpMALIHA 33 HEKOH OT CbeTaBKHTe HA Oadpeke
Ondpeke cpabpXa TakTO3a MOHOXHpAT. AKO BaluaT nekap BH € Ka3aj, 4e HMaTe HENMOHOCHMOCT KbM
HAKOH 3aXapH, NOCHLBETBANTE C€ ¢ HETO, IIPEAM 1A B3EMETE TO3H NPOAYKT,

3. Kak ga npuemate Oadpexc

Bunary npueMaiite Ongpexc ToyHo kakTo BH e ka3an Baius nekap. AKO He CTe CUTYPHH B Helllo,
nonuraiTe Bauius nexkap Hnu dpapmaliiesr.

Obuuatinata nHeBHATa 4038 Ondpekce Mexay 3 u 20 mg.
OnuTtBaiiTe ce aa npueMare Ondpekc no eAHO U CHILO BpeMe, BCEKH JICH.

[IpuemMbT Ha TabneTkUTE HE 3aBUCH OT NpHEMAa Ha XpaHa.
Axko cuMmnroMute BH ce BB300HOBAT, HE ciMpaiTe npueMa Ha Ongpekc NMpeay Aa CTe ¢e KOHCYNTHPAIH ¢
Baiuus nekap.

AKo cTe npueaH nosede oT Heobxoanmara fo3a Ongpexc

Bennara notspcere Balllig nekap unM HanpaBpo OTHAETE B Hal-0NHM3KOTO DONHUYHO 3aBe/icHHE.

[Mpy nanmeHTHTE NpHEAHN MOBEYe OT HeodxoauMata no3a Ongpekc ce HabmoaaBar yyecTeHa cbpaeyHa
OeHHOCT, BL30Y za/arpecHBHOCT, npobjieMu ¢ ropopa, HeoOuyaiiHy ABUKEeHUA (0CO0eHO Ha NULIETO HITH
e3MKa) N pa3sIUYHa CTEeIeH Ha HapYLIeHHEe Ha Cb3HaHUeTO. JIpyru CHMIITOMH MOXe Aa ObAaT: BHE3ANHa
O00BPKAHOCT, NPUNAAEK (EMUIENCHA), KOMA, KOMOHHALIHA OT TPECKa, YUECTEHO QUINaHE, U3MOTABAHE,
MYCKYJIHA CKOBaHOCT K 3aMasiHOCT WIH CHHJIMBOCT, 3a0aBsiHe HA ChpAEYHATA YeCTOTa, aclHpanus,
NMOBHUIEHO WJIH NOHIKEHO KPbBHO HANATAHE,

AKo0 cTe nponycHanaH Aa npuemere Oadpexc
He B3emMaliTe aBoifHa 1034, 3a 1a KOMIIEHCHpaTe NPoNnycHaraTa Jo3a.

AKo cTe cnpenn ga npHeMa Ha Oadpexc

He cnupaiite neueHHeTO, 3aLIOTO CTE C€ MOYYBCTBANY NMO-100pe. BaxkHo e Ia Npoas/DKUTE 1a npueMare
Ondpexc ToaxoBa ALATO, KOJNKOTO B e npenoppyan Baiuar nekap.

AKO BHe3anHo cnpeTe Aa npuemare Ondpekc, Moxe Aa ce Habmio1aBaT NpU3HALM KaTo U3IOTABAHE,
HapylleHue B CbHA, TpEMOp (TpeliepeHe), TPEBOXKHOCT WM rajicHe H NOBphilaHe. BamuiaTt nexap Moxe 1a
Bu npeanoku Aa HAMaIKTE [03aTa NOCTENEHHO, NIPEAHM fa CIIPETe NEYEHUETO.

AKO ¥MaTe HAKAKBH JOMMbIHHTENIHHA BBIIPOCH, CBBP3aHM ¢ ynotpedaTa Ha TO3H MPOAYKT, MOJIA NOMKTalTE
Bainusa nexap unu ¢apMalesr.

4. Bb3MOXKHH HEXEJAHM peaKnuH

KakTo Bcuuky nexapctBa, OQndpexc Moxe [a MpeIu3BUKa HEXKENaHU peakiiMH, BBIPEKH Ye He BCEKU I'M
nony4asa.

MHOro 4ecTH HEXEJIAHH JEeKAPCTBEHH peaklMH - 3acarart l(eanH) Ha 10 nauueHTa:
-  HaAJaBaHe Ha Terno,
-  CBHJIHBOCT,
- MOBHUILEHHUA B HHBATA Ha MPOJIAKTHH B KPBBTA.,

YecTH HeXeIAHH JEKAPCTBEHH peakuuH - 3aciarar oT | a0 10 Ha 100 nauuenra:




-  NPpOMEHH B HMBATA HAa HAKOM KPBBHM KNETKH H MaCTH B KPBLBOOOpalUEHHETO,

- MOBHIUICHHA B HMBATa Ha 3axap B KPbBTa U YPHHATAa,

- 3acCHIIEHO YYBCTRBO Ha IJ1a],

- 3aMasHoCT,

-  Oe3noKoUCTRO,

- Tpemop (Tpenepee),

- MYCKYJIHA CKOBAaHOCT MIIH CIa3bM (BKIIOUHTENRHO JBIDKEHUA Ha OUHTE),

-  npofaeMH ¢ roeopa,

-  HeoOHYalHH ABWXEHHA (0COOCHO Ha JIMLETO HIIH €3HKA),

- 3alek,

- CYXOTa B ycTara,

- obpus.,

- 3ary0a Ha cua,

-  NIpEKOMEpHa YMOPAEMOCT,

- 3aAbPXKaHE Ha BOJA BOAEINO A0 OTHUAHE Ha PHUETE, ITIE3eHHTE WIH Ha CThIlalaTa,

- B HAYaNoTO Ha JIeYeHHETO HAKOM XOpa MOraT Aa NOYYBCTBAT 3aMagHOCT MITH CIaboCT (ChC
3abaBsiHe Ha ChpAEYHATA YeCTOTa) OCODEHO NPH U3IPABAHE OT JIETHAIO WIH CEAHANO
NnosioxkeHue. ToBa OOMKHOBEHO NPEMHHABA CAMOCTOATENIHO, HO aKO TOBa HE CTaHE YBEAOMETE
Bawusa nexap.

- CeKCyalHM AHCPYHKLKH, KaTO HaManeHo TUOUIO0 NMPH MBXKE U XKEHH WIH epeKTHIHA AUCHYHKIUA
IIPH MBXE.

PeaxkH HexXeaHH JEKAPCTBEHH peaxnun - 3acarat oT | go 10 #a 1 000 nauuenra;
- 0aBeH cepAeUceH NyJIC,
-  YYBCTBHTEJIHOCT KBM CITEHY€Ba CBETIIHHA,
-  He3ajgbpKaHe Ha YpUHATA,
- Koconang,
-  NIY¥nca WM HaMaJICHHe HAa MEHCTPYaAlHHUTE LHKIIH,
- NPOMEHH B I'bPAUTE MIPU MBKE U XKEHH, KaTO NaTONOTHYHA IPOAYKIHA Ha KbpMa MU
MaTONOrUYHO HApACTBAHE.

JApYra Bb3MOKHH HEKEAAHH JIEKAPCTBEHH PeaKIHH- YECTOTATA HE MOXe Aa Objae OLi¢HEeHa OT
HaTHYHHTE JaHHU:

- ajiepru4Ha peakuusa (HampUMep OTOK Ha ycTaTa M I'bpioTo, cbpdex, oOpHB),

- nuaber uny BAoOLIABaHE HA AMabeTa, NOHAKOTa CBBP3aHO ¢ KETOALMA03a (KETOHH B KPbBTA H
ypHHaTa) Wik KoMa,

-  MNOHM)KaBaHe HA HOPMAJIHATA TEJIECHa TEMIIEpaTypa,

-  I'bpuOBE, ODMKHOBEHO CBbLP3aHU ¢ aHaMHE3a 3a I'bpUOBe (ENUIencH),

-  KOMOMHalIMA OT TEMIIEPATYPaE, YUECTEHO AUIIAaHe, H3NMOTABAHE, MYCKY/IHA CKOBAHOCT H
COMHOJIEHTHOCT/ CBHJIHBOCT,

- CIIa3MH Ha OYHUTE MYCKYIH, MPAYMHABALIO JTIOJICEILO JABHXKEHNE HA O4UTE,

-  HapyLICHHA Ha CBPACUHUA PHTBM,

-  BHE3alHa HeoOACHHMA CMEPT,

-  HaJMYHE Ha KPBbBHH ChCHPELM, KATO HaNpuMep AbAOOKa BeHO3HA TpoMbo3a B 00N1acTTa Ha
KpaKaTa WIH KPbBHH CbCHpelH B Henus apod,

-  BBb3NANCHHE Ha 33JICTOMALLIHATA XKJIe3a, IPUYMHABAILC CHIIHA KOopeMHa 0oMKa, TEMIepaTypa U
Hepa3NoAoKEHHE,

- 4epHoApoOHO 3abongpaHe, NPOABABALLO C€ KaTO MOXKBITABAHE Ha KOXKAaTa K Ha O451aTa yacT Ha
OYHTE,

- MYCKYJIHO 3a00/IABaHe, NpoABABALIO ce KaTo HEOOACHUMH OQJIKH U CTpaJaHus,

- 3aTpyJHEHUE [PH YPUHHUPAHE,




- NIPOABMKUTENHA H/HIH GoNle3HEHA epexLuA.
JlokaTto npueMar oJIaH3alluH, NalHEeHTHTE B CTapYecKa Bb3pacT ¢ JeMEHLUHUA, MOTaT Aa NoJy4aT HHCYAT,
NMHEBMOHRA, He3aAbpKAHE Ha YPHHATA, NaJJaHHA, CUTHA YMOPAEMOCT, 3pHTEHH XamMOILMHALUHY,
NoKavyBaHe Ha TeMIIepaTypara, 3a4epBaBaHe Ha KOXaTa M Ja UMaT npodbneMu B noxoaxara. B tasu
cnenH@HYHa rpyna naeHT UMa cbo61eHIA U 3a HAKOJIKO Clyyan ¢ gaTaneH U3Xoa.
IMpy naunent ¢ bonecrra Ha [TapkuHcoH, Ondpexc Moxke Aa JOBEAE A0 BIOLIABAHE HA CUMITTOMHTE.
Paako, npH XeHU [IpHeMaIlly JIEKapCTBEHH NMPOAYKTH OT TO3H THII 3a [IPOABIKHUTEIICH NTIEPHUO] OT BpeMe, €
HabnoxaBaHO OTAENAHETO HA MIISKO OT FBPAUTE H NEPHOAH 6€3 MEHCTPYAaLlMa MM HEPEAOBEH
MEHCTpyaJleH UKD,
MHOro pAaKo NpHu KbpMaveTa, pOACHH OT Mailki, KOUTO ca npHeMmanu Ongpekc B Kpad Ha OpeMEeHHOCTTA
(3-TH TpUMECTBP) MOXKE Ia ce Habmoaasa TpeMop (TpenepeHe) HNH CHHAMBOCT.

CrobmaBaHe Ha HEXeJIaHH peaKklHH

AKO NOJYYNTE HAKAKBU HEXKEJIAHH PeakLMM, yBeaoMeTe Baliiug nekap uin gapmateBT. ToBa BKITIOYBa
BCHYKH BB3IMOXHH, HEOTTHCAHY B Ta3H JINCTOBKA HexeNlaHU peakuud. Moxere ¢plI0 Aa ChodLuTe
HEXENaHW peakliHi AMPeKTHO Ha H3sMeNHHTENHa areHIua no nekapcteata (MAJT):

ya. ,,JlamaH I'pyep Ne B

Codua 1303

ten. +359 2 8903417

en. nowa: bda@bda.bg

yeOcaiiT: www.bda.bg

Karo crobInaBate HexenaHy PCAKLHH, MOXKCTC J1da NaA€TC CBOA ITPHHOC 34 [TOJTYyYaBaHE Ha NOBECHC
HH(l)OpM&].lHH OTHOCHO 0e30MacHOCTTa Ha TOBA JCKapCTBO.

5. Kak na cexpanasate Oagpekc

Ha ce cbxpaHaBa nog 25°C.
Ha ce cpxpaHaBa B OpUrHHANHATA OIIAKOBKA.
Ila ce cbxpaHaBa Ha MACTO, HEJOCTBITHO 32 Aeua.

He n3nomasaiite Ondpekc ciies cpoka Ha rogHocT, otOend3aH BbpXY ONaKOBKarTa.
CpokbT Ha TOHOCT OTTOBApS Ha MOCIEAHUA AEH OT OCOYEHUA Mecell.

JlekapcTBara He TpaOBa Aa ce H3XBBPJIAT B KAHANIU3ALUATA HIIH B KOHTefiHEpa 3a AOMALIHH OTNaAbLIA.
[Tonuraiire Bamus ¢papManeBT Kak 1a YHHIHOXKUTE HEHYXHUTE Bu nekapcTea. Te3u Mepky e
CNIOMOTHAT 3a OMa3BaHe HA OKOJIHATA Cpejia.

6. C'L,[['bpﬂﬂl-ﬂle HA ONAKOBKATaAa H JONBLJHHTEJAHA HH(I)OPM&I.IHH

KakBo cbaspxa Oagpexc

- AKTHUBHOTO BeIlIeCTBO €. OJTAH3aTIHH.

- Hpyrure ChCTaBKH Ca: IAKTO3a MOHOXHMAPAT, KPOCNTOBUAOH, MUKPOKPUCTANHA Uenyo3a, MarHe3HueB
cTeaparT, XMAPOKCUTIPONHIILENYJIO3a, TOAN (BUHUIIOB alKoxon), THTaHOB Auokcua (E171), Tank,
kcanTaHoBa ryma (E4135), neuntuH.

Kak maraexaa Oadpexe 20 mg 1 KakBo ¢ChABPXKA ONAKOBKATA
Ondpexc 20 mg ce npeanara B KapTOHEHa ONAKOBKA.
Bcekn 6nuctep chabpka 7 GuaMupaHy TabneTkwy.




Bcsika KapTOHEHa ONakoBKa chAbpXa 28 dunMHpaHy TabeTKH, ONnakoBaHH B 4 (4eTHpH) biucTepa.
IIpHTeXKAaTEa HA pa3pelIeHHETO 3a ynoTpeha U NPON3IBOAHTEN
HOBEJI ®PAPMA EOO

Oyn. ,,benrapna” Nel(9
Codus 1404, brnrapus

JIaTa Ha nocaeaHo npepasriaexknane Ha aucropkara: 01/2025




