JIncroBka: undopmanus 3a noTpeduTE s

KBETHAIIAH AKOPJI 200 mg dunvupanu tabaercn <O 70 O 777
QUETIAPINE ACCORD 200 mg film-coated tablets

- 66y FYy, k0910

KseTnanux
Quetiapine

IIpoueTeTe BHHMATE/JHO HAJIATA JIHCTOBKA NpPEAH A 3al04YHETE 1a NpHEMATe TOBA JIEKAPCTBO,
Thil KaTo T ChABbPKA BaxkHa 3a Bac nundopmanus.
e 3anasere Ta3HW JUCTOBKA. MOKe Ja ce HAJIOXKH Aa A MpOYETETE OTHOBO.
e AKO UMare HIKAKBH JOITBIHUTEIHH BBIIPOCH, NnonuTaite Bawusa nekap wiu gapmaiesT.
e ToBa ekapcTBO € mpeanucaHo Ju4HO Ha Bac. He ro npeorcremnsaiite Ha Apyru xopa. To Moxe
Jla UM HaBpE/IH, HE3aBMCUMO Y€ NMPU3HALMTE Ha TAXHOTO 3abonsgBaHe ca ChlUMTE KaTo Bauure.
e AKO MNOJIy4UTEe HAKAKBU HEXEJaHW JIEKAPCTBEHH peakLMH, yBeaoMere Baiwusa jnexkap win
dapmanesr. ToBa BKJIOYBA M BCHYKH BB3MOXKHM HEXKEJIAHH pPEaKLHUH, HEONHCAaHW B Ta3u
nucToBKa. Brokre Touka 4.

KakBo cboabpiKa Ta3H JIHCTOBKA:

1. KakBo npeacrasnasa KeeruanuH AKOp/ M 3a KaKBO C€ M3I10/13Ba
2. KakBo TpsaOBa na 3Haere, npeau aa npuemere Keernanua Akopa
3. Kak na npuemare KBetnanuH Akopa

4. Bb3MOXXHH HEXeJlaHU peaKkLuy

5. Kak na cexpansiBate KBetuanui Axkopa

6. ChabprkaHHe HA OMaKOBKaTa U AOMBbJIHUTEIHA HHPOpMaLUS

1. KakBo npeacraBiasBa KBernanua AKopA H 3a KAKBO ¢e H3110/13Ba

Keernanmun Akopna 200 mg ¢uamMupaHd TabNeTKH ChABPXKAT BELIECTBO, HAPEYEHO KBETHANMUH. To
NPUHAUIEXKH KbM TIpyna JIeKAPCTBEHUM NPOAYKTH, HApPEYEHH aHTHUNCUXOTHLUH. KsBernanuH Axopn
200 mg punmupaHu TabJETKH MOXE Ja Ce U3MOJI3BAT 3a JIeUeHHUE Ha 3a00/ABaHus, KaTo:

o llIu3odpeHus: Moxe Aa BUXKAATE, UyBaTe WIH yCelLlaTe Hellla, KOMTO HE ChLIECTBYBAT, [a BApBaTe
Ha Hellla, KOWTO HEe ca MCTHMHA WIH Jla C€ 4YyBCTBaTe HEOOM4YalHO MOAO3PUTENIHH, HECMOKOMHH,
00bpKaHH, BHHOBHH, HAlIpErHaTH WJIH AENPECUPAHH.

o MaHus: MOXe J1a c€ YyBCTBATE€ MHOIO pa3BbJIHYBaHH, BbOAYLIE€BEHH, B30y 1€HH, €HTYCHa3upaHH
WJIM XMINEepaKkTHBHU WIM Jla MMare Jiolla MpeleHKa, BKJIIOYHMTE/IHO Ja CT€ arpeCMBHH HWIIH
pa3pyLUUTETHH, UK [1a UMATE arpeCUBHO MOBEAECHHE.

« bunonspHa aeripecus: Koraro ce 4yBCTBaTe ThXHH. MOXKe Ja yCTAaHOBHMTE, Y€ C€ 4YyBCTBATe
NernpecupaHyd, BHHOBHH, 1a HAMATe JOCTaTb4HO €HEprus, Aa 3aryoure aneTuT W/ Wik 1a HE MOXKeTe

Ja CITHTC.

Bamuar nekap Moxe Jaa npoab/ku aa Bu npeanucsa KBetuanuH Akopa, JOpU KOraTo ce 4yBCTBATeE
no-godpe.

2. Kakso TpsuOBa aa 3Haerte, npean Aa npuemere KBernanuun Axopa

He npuemaiite KBeTHanuu AKopa:
e AKO CT€ QJIEpru4Hyd KbM KBETHAIHUH WM KbM HIKOS OT OCTAHAJIMTE ChCTABKH HY dp,&'"--{i_eﬁapé’r}p\
(130poeHH B TOUKa 6).
e AKO npuUeMare HAKOHU OT CJICITHUTE JIEKApCTBa:
- HAKOM JIeKapcTea 3a JieueHue Ha XV B,
- a30JI0BM JiekapcTBa (3a rbOMYHH HH(pEKLUH);
- EPUTPOMMLIMH WJIH KJIAPUTPOMHULHH (32 HH(EKLIMH);
- He(pa3oaoH (3a nenpecus).




AKO He CTe CHT'YPHH, rosopeTe ¢ Bauus siekap wiu $papMauesT, Npead na npHeMere Keernanun AxkopA.

Ipexynpexaendd H NpeAIa3HH MEPKH:
Veenomere Baums nekap, npean ga npuemere KeertnarnuH AKopa:

AKo MMaTe Aenpecus WM apyro 3abonsgsaHe, KOeTO ce NeKyBa C aHTHAENPECAHTH. YnoTpebara Ha
Te3x JekapcTsa 3aeaHo ¢ KBeTHanMH AKOpA MOXe Ja JOBEAE€ N0 CEPOTOHWHOB CHHADOM,
MOTEHLIHANHO KMBOTO3aCTPaLlABAIl0 cheTosHue (Bukre , Jpyru nekapcrea u Ksetnanui Axkopa’™).

Axko Bue win Hskol oT Balero ceMeiCTBO MMaTe WIH CT¢ HMANHU NPOOJIEMH ChC CHPLETO, HATIPHMED

npoGneMu CbC CHPACHHHA PHTBM, CNa0OCT HA CHLPACUHHA MYCKYJl HIH BB3MANECHHE Ha CHPLETO, WIH
aKo IIpHEMaTe HAKAKBH JIEKapCTBa, KOWTO MOTaT Nia NMOBJIHAAT Ha paboTara Ha ChpLeTo BH.

AKO HMaTe HUCKO KPBBHO HANATAHE.

AKO CTe IpeXHUBEIY HHCYIT, 0CO0EHO aKo CTe B CTapyecKa Bh3pacT.

Axo rMare npobaeMH ¢ uepruA apod.

AKO HAKOra ¢T€ UMATH CTe NPHUNAALK (BpY).

Ako uMaTe ruabeT WIH pucK aa ce pasboneere ot auaber. Axo TOBa € Taka, Baiuar nexap moxe na
npoBepsABa HABaTa Ha KphbBHaTa Bu 3axap, AokaTo npHeMare KsetHaniH AKOpa.

Ako BH e U3BECTHO, Y€ B MHHAJIOTO CT€ HMallK HUCBK Opoii 6enn KpbBHH KIETKH (KOETO MOXE ha €
NPHYHHEHO WIH He OT ynorpebara Ha ApYyrH JIeKapcTBa).

AKO cTe B cTapyecKa Bb3pacT ¢ AeMeHUMA (3aryba Ha MO3b4YHHM QYHKUHH). AKO e Taka, KseTHanuH
Axopa He TpsaOBa Aa ce mprema, Thif KaTo IEKapCTBaTa OT rpynaTa, KbM KOATO  MPHHA/JIEXKH, MOTAT
Aa MOBMIUAT PHCKA OT HHCYNT WIH B HAKOM CITyYau PUCKa OT CMBPT IIPH XOpa B CTApPYECKa Bh3pacT ¢
AeMEHLA.

Axo Bue win uakoii Apyr BB Baulero ceMeiiCTBO MMa MpeJUIeCTBAlIM ClTydau Ha obpasyBaHe Ha
KPBBHH CECUPELH, Thil KAaTO IeKapcTBa KaTo TOBA Ca CBbp3aHH ¢ 00pa3yBaHETO Ha KPBbBHH ChCHPELIH.
AKO UMaTe WIH B MHHAJIOTO CTE HMAJIH CHCTOAHHE, [TPH KOETO CNHUpaTe Ja AMLIATE 32 KPATKH [TepUOSU
OT BpeMe N0 BpeMe Ha HOPMAITHHA CH HOWIEH ChH (HapHya ce ,,ChbHHA ajiHed" ) H NPHEMATE JICKapCTBa,
KOMTO 3a0aBAT HOPMAJIHATa AKTHBHOCT Ha MO3bKa (,, JeIpecaHTH").

AKO HMATE WIH aKO B MHHAJIOTO CT€ MMAITH ChCTORHME, KOraTo He MOKeTe HaITRJIHO Aa ocBoboaure
NUKOYHHA CH MeXyp (3aApbikka Ha ypHHa), HMATe yroJIEMEHa IIpoCTaTa, 3aMyliBaHe Ha YepBaTa Wiu
NOBMILIEHO HAJATAHE B OKOTO. Te3U ChCTOSHHA MMOHAKOra ¢a NPeAM3BMKAHH OT NICKapcTBa (HaApeUeHH
,,AHTHXOJIMHEPTHLIK"), KOUTO 3aCAraT HA4YHHA, M0 KOHTO QYHKIMOHHPAT HEPBHHUTE KIETKH, C L€l Aa
JIEKyBaT OMpeAeSiCHH MEIUIIMHCKH ChCTOSHUA.

AKO 37m0ynoTpeOABaTe ¢ AIKOX0J H HAPKOTHLIH.

["oropere ¢ Baiuus nekap He3abaBHO, aKO MOMYYHTE HAKOE OT CIIEAHHTE CIE NprUeM Ha KBeTHanuH
Axopa.

KombuHaupusa oT Tpecka, CHIHA MYCKYJIHA CKOBAHOCT, M3MOTABaHEe WMNHM 3aryba Ha Cb3HaHuUe
(HapyilleHHe, HapeueHO ,,HEBPOJIENITHYEH MAIMIHEH CHHIApPOM™’). Moxe aa ce HanoXku He3abaBHO
NIeYCHHE.

HekoHTponupyeMH ABMIKSHHS, OCHOBHO Ha JIHLIETO HIH €3HKa.

3aMagHOCT WIM YCELlaHe 3a CHJIHA CBHAMBOCT. TOBa MOXe Ja yBEJIMYH PHCKA OT CIIy4aiHOo
HapaHaBaHe (najaHe) NpH MAUMEHTH B CTapYeCcKa BBh3pacT.

[Tpunaasum (repuose).

[TpoasmxuTenHa u 6one3HeHa epekuya (MpUanu3bLM).

Hmarte 6Bp3 ¥ HeMpaBWIEH ITyJIC, AOPH KOraTo CTe B MOKOH, chpucOHeHe, NPobieMH ¢ OHILAHEeTO,
Oonka B IbpAMTE WAH HeOOACHHMa yMopa. Baiuusat nekap me TpsOBa ga npoeepH OeHHOCTTa Ha
chbpLieTo BH B ako e HeoOxoaumo, HezabaBHO na BH HacOUH KbM KapAHONOT.

Te3u morar na OBAaT NPHUKMHEHH OT MPHEMA HA JICKAPCTBA OT TO3U BUIL

Hudopmupaiire Bauns nexkap Bh3MOKHO Hail-CKOPO, aKO ITOyUHTE:

[loBumeHa Temneparypa, rpunonogoOHM CHMATOMH, OONKH B T'BpPAOTO HIIH
HHOEKIHA, Thii KATO TOBA MOXE [1a € Pe3yJTaT Ha MHOTO HHCBK Opoit Oenu KpoB
MOJKe Jla HaIOKH criMpaHe Ha KeeTHanuH AKOpA H/WIH NPWIArase Ha NOAX0AA1
3anex, NpUAPYKEH C NOCTOSHHA KOPEeMHA O0JIKa WIH 3aNeK, KOMTO KOHTO He ce 10
TBHi# KaTO TOBA MOXKE Jia JOBEe OO0 MO-CEPHO3HO 3alTyLUBaHe Ha YepBara.




Mucan 3a camMoyOmiicTBO HIH BiomaBane Ha Bamarta aenpecHs

AKO CTe JenpecHpaHH, MOHAKOra MOXe 1a HMaTe MHCIIH 3a CaMOHapaHABaHe KWiK caMoyOuiicTso. Tosa
MOJKe A4 C€ 3aCHJIH, KOTATO 3aMo4BaTe JICYEHHE 38 ITbPBH ITHT, Thil KATO Ha BCHYKH TE3H JIEKapCTBa HM
Tpa6Ba BpeMe, 3a a 3aMOYHAT Ja NeHCTBAT, OOMKHOBEHO OKONO 2 CEAMHIIM, a TOHAKOra H noeye. Tesu
MMCJIM MOXE J1a C€ 3aCHNAT CBIIO H aKO BHE3aIMHO NMPEKPaTHTE NpHeMa Ha ekapcTBoTo. Moxe aa uma
MO-rojiiMa BEpOATHOCT Aa MHCIIWTE MO TO3H HAYHH, aKO CTe MIaaH. JIaHHH OT KITHHWIHH H3ITHTBAHUA
IOKa3BaT MOBHILEH PHCK OT MHCJTH 3a caMOyOMIfCTBO H/HIIKM CYyHMLIMAHO MOBEACHHE MPH MJIAJH XOpa Ha

BB3PacT NMoj 25 roAMHH C JENPECHs.

AKO MMaTe MHCIH 34 CaMOHapaHABaHe WIH caMOYOMICTBO MO KOETO M Ja € BPEME, CBBPKETE CE C
Bamns nexap wid BeaHara orugere B onHuua. Moske Aa Ob4e oT nossa 2a CroACAHTe ¢ pOAHHHA WITH
ONH3BK PUATEN, Y€ CTE ACNPEeCHPaHH U Ja I'd MOMOJIMTE Ha NpoYeTaT Tas3H JIMCTOBKA. Moxe na aAa ru
noMoaure Aa BU KaXKaT, ako MHCJIAT, Y€ Aenpecusra Bu ce Biomasa WM ako ca pas’TPEBOXKEHH OT

NpOMEHUTE BEB BallleTo noseeHue.

Texke koxxHn HexxkeslanH peaknun (SCARs)

MHoro psAaaxo npH JeUYeHHETO Ha TOBA JIEKApCTBO ca ChODLIABAHM TEXKKH KOXKHHM HEKENaHH peakilldH

(SCARs), kouTo MOXxe Aa OBAAT KHBOTO3acTpallaBaliy Wid (aTaiHd. Te oOHKHOBEHO ce NMpOABABAT

ype3s:

o CurisipoM Ha CtuBbHC-JDKOHCEHH (SJS), ofmupeH o6puB ¢ MeXypH H OenteHe Ha Kxoxata, 0cobeHO
OKOJIO YCTaTa, HOCA, OYHTE K FeHUTANIUHTE;

« Tokcnuna enuaepManna Hexkponusa (TEN), B mo-Texxa ¢opma, npeAn3BUKBAalA OOMIHPHO OeneHe Ha
KOXKaTa,

o JlexapcTeeHaTta peakums ¢ eo3uHowius U cucreMHH cuMmrnroMd (DRESS) ce nposssBa kato
rpunonogo6HH CHMIITOMH ¢ OOpUB, BUCOKA TENECHA TEMIEPATYpa, MOAYTH XJIE3H H OTKJIOHCHHA B
pesyaATaTHTE OT KPBBHH M3CIEOBAHHA (BKIIOYMTENHO [MOBHIUEHH Oend KPBBHH  KIECTKM
(eosuHOQHAMA) U YePHOAPOOHH €H3UMNU);

« OcTtpa redepain3HpaHa eK3aHTeMaTo3Ha MycTyJi03a (AGEP), Mmanku Mexypuera, MbJIHH C THOMH;

« Epurema myatudopme (EM), koxxeH o6puB cbe chpOAINM YEPBEHH NETHA C HEMpaBHIHA hopma.

Cnpere na n3nonisare Ksetnanui AKOpH, ako pa3BHETE TE3H CHMITTOMH H CE CBbpKeTe ¢ Baluna nexap
UK He3abaBHO NMOThPCETE MEOULIMHCKA MOMOLLL.

YBeqRuaBaHe HA TeJECHOTO TErJI0
[Tpy nanmeHTH, NpHeMaLld KBeTHANWH, ¢ HabmoAaBaHo HagnaaHe Ha teryio. Bue n Bawwuar sexap
TpaOBa peAOBHO Aa npoeepasare Baireto Terno.

lletia n OHOMK
KBernanuu AKopa He € NpeaHa3Ha4Y€eH 3a ynorpeda npu Aeua HiK IOHOWH noa 18-roauus,

HApyrr nekapcrea v KBeTRanna Axopa:
Undopmupaiite Bamus nexap win gapMauesT, ako NpUeMaTe, HACKOPO CTE NMPHEMAITH WM € BE3MOJKHO

Ia NpHeMETe APYIH JIeKapCTBa.

He npueMaiite KpeTHanuH AKopa, ako npHeMare HAKOH OT CJIeAHHTE JIEKapCTBa:
« Hsaxou nexapcrsa 3a XHB.

« A3onoBH nexapcTsa (3a re0OHYHH HHPEKLMH).

o EpHUTpOMHLHMH HJIH KNApUTPOMHLMH (33 HHGEKLHH).

+ Heda3zonoH (3a genpecus).

YBegoMmere Balus nekap, ako NpUeMaTte HAKOH OT CNEAHUTE JIEKapCTBa:
« Jlekapcra 3a emuiencus (kaTo GeHUTOUH WK kapbaMa3enuH).

o JlekapcTra 3a BUCOKO KPBLBHO HaJiAraHe.

» DbapburypatH (3a HAPYLWUICHHA HA CHHSA).

o TuopumasuH WiH JHTHH (APYro aHTHNCHXOTUYHO JIEKAPCTBO).




o JlekapcTBa, KOMTO TOB/IHMABAT CHpACYHATR ACHHOCT, HAmp. JIEKApCTBa, KOHTO BOMAT MO
eNIeKTPoNuTeH Aucbananc (HUCKH HHBA HA KanH¥ WIH Mar{Hesuit), kaTo AUYpeTHLM (OTBOAHABALIM
TabJIeTKH) WK HAKOH aHTHOMOTHULIH (JIEKAPCTBA, H3MOA3BAHU 332 OaKTEPHATHU HHPEKLHK).

o JlekapcTBa, KOHTO MOTaT Aa IIPHYHHAT 3anek.

» JlekapcTBa (HapeweHH ,,AHTUXOJMHEPrHYHH"), KOMTO 3aCAraT HauMHA, MO KOATO (PYHKUMOHHWpAT
HEPBHHTE KJIETKH, € LieNn Jia W3JeKyBaT onpeaesieHH 3abonsaBaHus.

o AHTHAECNpecaHTH. Te3H JleKkapcTBa MOXKE Aa B3auMoAcHcTBar ¢ KeeTHanuH AKOpA M MOXe Ja
MOMYYHTE CHMITTOMM KA4TO HEBOJICBH, PUTMHMYHH CBKPAILEHMS HA MYCKYJIHMTE, BKIIOYHTENHO
MYCKYJIHTE, KOHTO KOHTPOJIUPAT IOBIKCHMATA Ha OuMTe, BB30YyJAa, XaMOUMHALMH, KOMa,
NPeKOMEPHO MOTEHE, TPEMOP, YCHIBaHE Ha pedeKCHTE, MOBHIICHO MYCKYJIHO HAaIpeXeHHE,
TenecHa temneparypa Haa 38 °C (ceporoHuHoB cuHApoM). Cebpxkere ce ¢ Bamma nekap, ako
NOAYMHUTE NOAOOHH CUMITTOMH.

[ipenu na cnpere npHeMa Ha HAKOH OT Baluure jexapcrsa, MO, ITBPBO roBopeTe ¢ Baluus nekap.

IIprem Ha KBeTHANIHH AKOPA ¢ XpaBH, HANATKH H AJIK0X0.

« KeernanuH Akopa MOKe 1a ce MpHeMa ChC WiH be3 xpaHa.

« DBhHuMaBaliTe KONMKO aNkoxon nuere. ToBa ce Hanara, 3am10To KOMOHMHUPaHHAT egekT Ha KeeTHannx
AKOpA H &IKOXON MOXeE Aa BH HanpasH CHHIMBA,

« He muifte cok ot rpeiindpyrt, aokaro npuemare Kesermanun Axopa. Tosa Moxe na moanuge
AEHCTBHETO HA JIEKAPCTBOTO.

bpeMeHHOCT H KbpMeHe:

AKoO cTe OpeMeHHa WIH KbPMHTE, CMATATE, Y€ MOXE Ja cTe OpeMeHHa WIHM I1aHupaTe OpeMEeHHOCT,
nonuraiire Bamua nekap, npeny Aa npHeMere Tosa JiekapcTBo. He TpabGBa na npuemare Keernanwx
Akopn, ako cte OpeMeHHa, OCBEH ako He ¢Te 00CHAWNM ToBa ¢ Bamusa nekap. He tpaOra aa npuemare
KBeTHanmuH AKOp, aKO KEPMHUTE.

CrnegHHTe CHMIITOMM, KOUTO MOXKE Ja Ca NPH3HAK HA OTHEMaHe, MOraT Ia Ce NMPOABSAT NPH HOBOPOAEHH
Oebera OoT MaMKH, U3MOM3BANIK KBETHAMHH B TIOCACAHOTO TpUMeceuue (NOCNEAHUTE TPH Mecela OT
OpeMEHHOCTTa HM): TPENEPEeHe, MyCKYJIHa CKOBAHOCT W/WIH ¢nabocT, ChbHIIKBOCT, Bb30yaa, npodnemMu
¢ AMIIAHETO M TPYAHOCT IPH XpaHEHe.

Ako Bamero O6ebe pa3sre HAKOH OT Te3u CHMIITTOMH MOXeE, [a CE HAIOXKH /1a ¢ CBhbpxKeTe ¢ Bainua

Jexap.

IMlogupane n pabora ¢ MAIMHHH
Bamure Tabnerku Modke Aa BU npUYHHAT CHHIHBOCT K 3aMadaHOCT. He wodmupakite u He pabortere C
HHCTPYMEHTH HJIH MAallIMHM, HOKATO HEe YCTAHOBHUTE Kak BU BIMUAAT Te3H TabaeTKu.

KBeTHADHH AKOpPA CHALPAKA JIAKTO3A
KpeTHanuH AkOpJ CbABPIKA JIAKTO3d, KOATO € BHJ 3axap. Ako Bawuar nekap Bu e ka3zan, ye uMmare
HEeMMOHOCUMOCT KBM HAKOH 3aXapH, CBBPIKETE Ce C HEro Npely Aa NPUEeMeTe TOBA JIEKAPCTBO.

KBeTHANIHHE AKOPA ChABLPXKA HATPHH
ToBa nekapcTBO ChABpKA MO-MaiKo oT 1 mmol HaTpuii (23 mg) Ha TabneTka, T.e. MOXKE J1a Ce KaxKe, 4e

NMPaKTUYECKH He ChObPIKA HATPHIA.

E¢exkT Bhpxy pe3yJATATHTE OT YPHHHH TECTOBETE 32 HAJIHYAE HA JICKAPCTBA

AKo BH npapaAT M3CneABaHHA 3a HAIUYME HA JIGKApCTBa B YPHHATA, KOrato ce Ipujarar HAKOH TeCT
MEeTOIH, NpHeMbT Ha KBeTnannn Akopa Moxe /1a JOBeAe A0 MOJIOKHUTENHH Pe3y/ITATH 34 MeTEUHHiy
HAKOH JieKapCcTsa, TNMpWIAraHd NP ACNPEeCHA, HAPCUCHH TPHUUKIMYHM AHTHOCTIPA mmm L '& £,

BHIIPEKH Ye BHe Moxe Aa He B3emaTe MeTaloH Wi TILA. Ako ToBa Ce CiryuH, MOXe ¢ /e & { -_ )
CreLH(dpHYEH TECT. §
2[4
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3. Kax aa npremarte Kpermanun Axopn A

Bunaru npueMaiite Kpetnanui Axopa kaxto By e ka3an Bauusar nexap. Axo He CT€ CH




nonuTaiite Bamus nekap win dapMauesT. BamusT nexap Lie onpenend HavanHata Bu posa.
Moambpskamara no3a (AHeBHaTa 403a) 1e 3aBucH oT Bawero 3aonsapane ¥ HYKAM H OOHKHOBEHO LIE

ovae Mexnay 150 mg 1 800 mg.

o llle nmpuemare Bamure TabneTkd BeAHBXK JHEBHO, MpeaW JATaHe HWIKM ABA NBTH JHEBHO, B
3aBUCUMOCT OT Baiuero 3adonspane.

o IlormewmaiiTe TabneTKUTE LEMH C BOAA.

» Mosxe aa npHemate Bawure Tabnerky cve WiH 0€3 XpaHa.,

« He muiire cok ot rpeindpyr, nokato npuemare KeerHanmH AxopA. ToBa MOXe Aa MOBJIHAE Ha
Ha4YHHA, 0 KOUTO AEHCTBA IEKAPCTBOTO.

« He cnupaiite npdemMa Ha Bawuure TabneTkd, ROpH ako ce YyBCTBaTe No-A00pe, ocBeH ako Bainuar
nexap He BH kaxe.

YeproapoOEn npobnemMn
AKo nMaTte npobnemu ¢ uepHusa ApoO, BalmsaT nexkap Moxke Ja NpOMEHH ao3arta Bu.

Crapuecka BL3pacT
AKoO CTe B cTapuecka Bb3pacT, Bawmsr nexap moxke fa MpoMeHH 1o3ata Bu.

Ynorpeba npu xena H 10HOmMHA oA 18 roaunn
Kseruanun AKopa He TpsAOBa Aa ce U3MoJi3Ba IpH AcLia H IOHOIIH MoA 18 roAHHH.

AKo cTe HpHeJH noBeve oT HeoOxoaEMaTa K032 KBeTHANHHE AKopa

AKO TIpHEMETE TOBeYe OT MpeAnHucaHHTe oT Bawug sekap ¢unmupany Tabnetku KsetHanuH Akopz,
MOJKe Ja M3TIUTATe CHHAMBOCT, 3aMasHOCT M HEMpaRwWIeH cohpacueH puTbM. He3abasHo ce cBbpikeTe C
Baumns nekap wiu Haii-6nuskara Gonnuua. Biemere Tabnerkure Ksetnanun Akopz ¢ Bac.

AKo cTe mponycHANH Aa npaemeTe KpeTHannm Axopa

Axo 3abpaBHTe Ja NMpHEMeTe elHa 1033, B3EMETe 5 BEJHara IIoM ce CETUTe. AKO Be4e € MOYTH BpeMe
3a cleABalara Jo3a, HM3dakare apororasa. He B3emalirte JABOHHA 1034, 38 Aa KOMIEHCHpATe
NpONyCHATAaTa J034.

Axo cTe cnpesia npuema Ha KseTHanua AKopa

AKO BHE3aITHO CIpETE NpHeMa Ha KBeTHanKH TabneTku, Moxe Ja Bu e TpyaHo na cnute (Oe3chHue), na
yyBCTBATE MO3MBH 34 MOBPbLUaHe (rafieHe) MM Jla MMate rnasodonde, IHapu, Aa MOBpBIIATe, A CTE
3aMasHH WIH pa3Zipa3HUTEeNHU. BalusaT nekap Moxke Aa npeANokH a HaMaJTuTe A03aTa MOCTerNeHHO,
npeay Aa NpeKpaTUTE JICUSHHUETO,

AKO HMaTe APYrH BBIIPOCH CBBbP3aHH ¢ ynorpebara Ha TOBA NIEKAPCTBO, NONHTalTe Bammusg jiekap WK
¢apManesrT.

4. Bp3MOXKHE HEeXeIAHH peakndH

Kaxto BcHuku nekapcrsa, KseTHanuH Akopa MOXe Aa MPHYMHH HEXENaHH PeakuMH, BBIIPEKU Ye He
BCEKH ' MOJTy4asa.

Muoro 9ecTH (MoraT Aa 3acersar noseqe ot 1 na 10 aymn):

e 3amagHocT (MOXe J1a AOBEJAE OO majaHus), rnapodonue, cyxora B ycrara, aHeMH.

o CpunuBocT (MOXeE 1@ M3U€3HE C BPEMETO, aKO NPpOAL/DKMTE Ja npuemare Keetuan
(MO3Ke Aa JoBeae OO najaHus).

o CuMnrrToMH Ha OTHeMaHe (CHMITTOMH, KOUTO MOraT Jia ¢¢ MNOfBAT, KOraro ¢
KBETHAINHH) BKJTHOUBAT HEBB3MOXKHOCT ha cnuTe (be3ceHue), nopauraxe (raj
AMapHsA, Npu3isgBaHe (MOBpbILAHE), 3aMAAHOCT M Pa3fpa3HUTETHHTENHOC
MOCTENEHHO NMPEyCTAHOBABAHE 32 [IEpPHOA OT HaM-Manko 1 10 2 ceAMHLIA.

¢ Hannapane Ha TerO.

¢ HeoOuuaiiHu MyCKYNHU ABIOKEHHUA. Te BKTIOYBAT 3aTPYAHCHHE NMPH 3aM04YBaHe WW
IBHKEHUA , TPEMOD, YYBCTBO Ha 6€3MOKOHCTBO HIH MYCKYJIHa CKOBAHOCT §e3 Gonrar~_"" - /
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[MpoMsAHA B KOTHYECTBOTO Ha ONpee]eHH Ma3HHHH (TPUTTIMLEPHIH H OOLL XONECTEPON).

Yecrr (Morar aa 3acernar g0 1 na 10 xymn):

YuecreH mync.

Ycewaue, 4e cupueTo Bu ce Opcka B repauTe, 61e TBepae 6p30 WM NMpeckaya yAapH.
3anek, pa3cTpoeH cToMax (HapyIIeHO XpaHOCMHNAHE),

YcemaHe 3a cnabocr.

[lonyBaHe Ha PBLETE HIH Kpakarta.

Hrucko KpbBHO HANSTaHE TpH H3npaBiaHe. To Moke 1a MpUYHHH 3aMaifiBaHe HIIH NIPHNIAIBK (MOXe
Ia AoBene 10 faaaHus).

IToBulIeHH HUBA HA KpbBHATA 3axap.

3aMBIJICHO 3pEHHKE.

AHOpMAaTHH CHHUILA H KOLIIMapH.

3acHIeHO YYBCTBO HA rfan.

Pa3apa3HHUTENHOCT.

Hapyiuenne Ha roBopa M pevra.

Mucau 3a camMoyOMRCTBO M BJIOLIABAHE Ha ACTIPECHATA.

3aayx.

[ToBpbinaHe (I1ABHO MPH MALMEHTH B CTAPYECKA BH3PacT).

[ToBuiieHa TeMnepaTypa.

IpoMeHH B KOMHYECTBOTO HA XOPMOHHUTE Ha LIIMTOBHHATA XKJIE€3a B KPHBTA.
Hamanasane 6pos Ha onpeaeneHH TUNIOBE KPBBHH KICTKH.

YBeTHYE€HO KONHWYECTBO Ha YePHOAPOOHU €H3UMH B KPBETA

YBelHYyeHO KOIMHWYECTBO HAa XOPMOHA MpOJAKTHH B KpbBTa. IIOBHIAaBaHETO HA XOpMOHa
MPONAKTHH MOXKE B PSAKH CJTyYaH MOXE Aa JOBEAC A0 CNECAHOTO:

- Ilpu MBXKe M )KE€HH - NIOAYBaHe HAa bPAUTE H HEOYAKBaHa MOABA HA KbpMa.

- IlpH 3eHM - THIICa Ha MECeY€eH LIMKDBJ WIH Ha Pa3IHYHH NIEPUOAH.

HeuecTn (MoraTt aa 3acernart a0 1 sa 100 aymin):

Penxn (Morart aa 3acernar A0 1 na 1 000 aymn):

[IpunagsLy My repyoBe.

ANEepruyHy peakuMy, KOMTO MOrar Aa BKIIOUYBAT U3ITbKHaN OOpHB (YpTHKH), NMOAyBaHe Ha
KOKATA H OKOJIO YCTATA.

[Ipunowasane (MOXe a JoBeAe OO NaJgaHHuA).

HenpuaTHO ycewaHe B KpaKaTa W/HIH HECNOKOHHH Kpaka (HapH4aHO oOlUe CHHAPOM Ha
HECMOKOMHUTE KpaKka). |
3aTpyaHeHHs MpU NperyibliaHe.

HexOHTpONUpYEMH ABIDKEHHA, IVIABHO HA JIMLIETO H €3HKa.

HapylueHna cekcyanHa ¢ yHKIIHA.

3amyLieH HOC.

Huaber.

[IpoMsHa B eIEKTpHUYECKATA AKTHBHOCT Ha ¢bpueTo, Habmonasana Ha EKI™ (yas/pkasane Ha QT
HHTEpBana).

[To-OaBHa OT HOpMAaJIHATA CHPACYHA YECTOTA, KOATO MOXKE Aa Ce MOABH B HAYAI0TO Ha ICYCHHUETO
¥ KOATO MOXKe Ja C€ CBBhpaKe ¢ HHCKO KPBbBHO HAJIATAHE H MPUAOLLIABAHE.
3aTpyAHEHO YPHHHUpAHE, |

HamansaBaHe HA KOJUYECTBOTO UEPBEHUTS KPBBHH KICTKH

Hamangapase Ha KOJTHYECTBOTO HATPHH B KPHBTA.

Bnolnasane Ha Beue chHIeCTBYBaL auader.

OO0LpkaHOCT.

CHHAPOM™).
[ToxxbaTABaHE HA KOXKATA K OUNTE (KBJITCHHLIA).




BrananeHue Ha YyepHus Apob (xenarwr).

[TponsmkuTenHa U 6one3HeHa epeKums (NpHanu3LM).

MesncTpyanHHd HapyLIEHHA.

XoneHe, FOBOpEHE, XpaHeHE WK APYTH JEHHOCTH MO BpEME Ha ChH.

[ToHHXeHa TeNleCHA TEMINEPATYpa (XHIOTEPMHA).

[MoayBaHe Ha FEPANTE M HEOYAKBAHO OTAEAHE HA MIIAKO (rajakTopes).

Bi3naneHne Ha 3aCTOMAILIHATA XJIe3a.

ChsCTOSHHE, HapeyeHO ,meTabonuTeH CUHApPOM", TpM KOHTO MOXe Ja ce Habmonasa
KOMOMHALMA OT TPH WIH MOBEYE OT CNEeJHHTE: YBEIHUYCHHE H2 MacTHATa ThKaH OKOIO KopeMa,
noHw:xeHue Ha ,,100pua xonecrepon" (HDL-C), nosrieHne Ha BUA MACTH B KPBBTa, HApEYCHH
TPUIHBEPUIH, BUCOKO KPBBHO HAJIATaHE U NTOBHIICHHME HA KPBBHATA 3axap.

e 3amyuiBaHe Ha 4yepBara.

[NoBuwaBaHe Ha KpeaTHH (pocdOKMHA3aTa B KPBBTA (BEILIECTBO OT MYCKY/IHTE).

Muoro penxn (Morar Aa 3aceraar a0 1 Ha 10 000 qymn):
¢ Texwpk 0OpHB, MEXYPH WM MEPBEHH IUTAKH MO KOXKaTa.

o Texka anepruyHa peakuus (HapeueHa aHaQWIaKCHi), KOATO MOXE Ja NMPHYHHH 3aTPYAHCHHUA
B JULIAHETO WIH LUIOK.

e Bup30 nogyBaHe Ha KOaTa, 0OUKHOBEHO OKOJIO OUHMTE, YCTHHTE HIH I'BPJOTO (aHTHOENEM).

e CepHO3HO CBCTOSHHE ¢ 00pa3yBaHe HA MEXYPH I10 KOXKATA, YCTATa, OYHTE H NFEHUTAIHHTE
(cunapom Ha CTUBBHC- [ XKOHCHH).

e HeanexkBaTHa cexpelya Ha XOPMOH, KOHTO KOHTpOoaUpa obeMa Ha ypHHaTa.

e PasnanaHe Ha MyCKYJIHMTE BJIakHa H O0nka B MycKynure {padaoMHOoNIH3a).

C Hen3BecTHA 4ecTOTA (He MOXKe Aa ObZe OlleHEeHA OT HANHYHHTE JaHHH):
e Koxen o6pus mox popMaTa Ha depBeHH NETHA ¢ HenpaBuiHa Gopma (eputema MyaThpopme).
BwxTe TOUKA 2.
e DBup3a nosea Ha y4acThiM OT 3aUepBEHa KO, OCEAHH ¢ MaJIKU IycTyJH (06pasyBaHe Ha
MAJIKH MEXYpUeTa, MBIHHE ¢ 0512/ 5KBITa TEYHOCT, KOETO Ce Hapuya OCTpa reHepaIM3upana
exk3aHTeMaTo3Ha nyctyaosa (AGEP). Buxkre Touka 2.

e Cepno3Ha, BHE3aITHA aJleprHYHa peaxklus ¢bC CHMITTOMH KaTO MOBHIUECHA TEMNIEpaTypa, MeXYpH
no Kokata u obesnBaHe Ha koxkaTa (TOKCHYHA emMAcpManHa Hekpoiuza). Bibkre Touka 2.

e JlexapcTBeHa peakums ¢ eosuHodmwnus U cucteMHM cuMnroMn (DRESS), kodto ce nposssisa
KaTo rpunonogodHH CHMMITTOMH ¢ OOpUB, BHCOKa TEJECHA TeMIleparypa, MOAYTH Xe3H H
OTKJIOHEHHS B Pe3yJTaTHUTE OT KPBBHH H3CJACABAHHA (BIIIOYHTEIHO MOBHILICHH O€IH KPBLBHM
kneTkd (€03nHOHIHA) U YepHOAPOOHH eH3uMHu). Brokre Touka 2.

e CHMNOTOMM Ha OTHEMAaHE MOTAT a Bb3HHKHAT Y HOBOPOACHH OT MaMKH, KOUTO C& NPHEMAIIN
KBernanua Akopa rno BpeMe Ha OpeMEHHOCTTA.

HNHcynT.

3abonsaBaHe Ha ChPASYHHSA MYCKYJ (KApAHOMHOTATHA ).

Bb3ananeHue Ha ChpAeUHHA MYCKYJ (MHOKapAUT).

BrananeHue Ha KpPbBOHOCHHUTE CHA0BE (BACKYJIHT), YeCTO C KOXKEH OOpUB ¢ MASIKH YE€pPBEHH
WJTH JIKIABH MO THHH.

KiaceT nexapcTBa, KbM KOHTO NMpuHam ek KBeTHANHH AKOpA, MOXE Ja NPHYIMHH NnpobieMu CBe
ChPIACYHHA PUTHM, KOMTO MOTraT Ja §baaT CEpHO3HH M B TEXKKH CTy4aH ¢ daraneH H3XoA.

Hsaxou HexenaHu peakUMH MOXeE Ja € YCTAHOBAT €AHHCTBEHO KOraro ce B3eMa KpbBHa mpoba. Te

KINETKH), MOBHIIEHWE HA KPbBHATa KpearHH(MoCOXKHHa3a (BELUCCTBO B MYCKYJIHTE
KOJHYECTBOTO HA HATPHHA B KPBBTA U MOBHUICHHUSA B KOJMIHUECTBOTO Ha XOPMOHa MPOJIAE
[ToBHIIEHHATA HA XOPMOHA MPOJIAKTHH B PEAKH CIy4aud MOTAT Ja XOBEIAT A0 CJIETHO

¢ [logyBaHe Ha repAMTE H HEOYAKBAHO OTACNAHE HA KEpMa NMPH MBXKE H XKCHH.
¢ Jlunca Ha MeCEeYEH LIMKBJI WIH HEPEAOBEH LIMKKI IIPH JKEHH.




3aTopa Bawuar exap Moxe Aa novcka xa Bu 6baar npaBeHd KPBBHHK H3CJICABAHHA NTPE3 ONPEAC/ICHH
WHTEPBAJTH OT BPEME.

Hdena B 0HOMIA:
ChiIMTe HOXENAHH PEaKLHKH, KOHTO MOTAT Aa Ce MOSBAT NpPH BB3PaCTHH, MOTaT Aa 6paatT HalmKLE ¥ NPH

Aelua U KOHOLIH.

CleaHRETE HeXKeJIaHH PpeaKnHad ca HabaoaaBand Ho-9€CTO NPH AENA H IOHOINH HJIH HE €A
Ba0/1I01ABAHH IPH BE3PACTHH

Mmuoro 9ecTn (3acarar nosede ot 1 Ha 10 xymmn):
e [JloBHIIaBaHE Ha KPBBHOTO HAJIAraHe.

CaeauuTe HeXKeJAHH PeaKIHH ca OHan HA0MI0AaBaAHHA N10-9€CTO LIPH Nela H IOHOIH:

Muoro qectn (3acarat nosede ot 1 Ha 10 nanuenTn):
e [lopuilleHHE B KONHYECTBOTO H& XOPMOHA NPOJAKTHH B KpBbBTA. 1I0OBHUICHOTO KOMHYECTBO Ha
XOpPMOHA NPONAKTHH B PeKH ciaydYau Ouxa MOIJIM Aa JOBEAAT OO CNeAHOTO:
- TlomyeaHe Ha r'BPAKTE H HEOUAKBAHA JIAKTALIWA NIPH MOMYETE H MOMHYETA.
- OtcneTBalia MIH HEPeOOBHA MEHCTPYaLM NP MOMHYETATA.
¢ |IoBHILCH ANETHT.
[ToBpbinaneE.
e AHOpPMANHH ABIDKEHHA Ha MyCKynuTe. Te MOrat aa BKIIOYBAT TPYAHOCT NMPH pa3aBHKBAHETO Ha
MYCKYJIMTE, TPEMOPH, HeCOKOHCTBUE HIIH CXBAHATH MyCKYJH De3 Oonka.
e [loBHIIaBaHE HA KPBBHOTO HaJIATAHE.

Yecru (3acarar ao 1 na 10 xymu):
e (Cnabocr, npuiomasaHe (MOXe ja AOBEAE 4O MANaHHA).
e 3anylleH HOC,
e Pa3gpa3sHUTENHOCT.

CrofmaBane HA HeXKe/IaHH PeaAKIHH

AKO MOMYYHTE HAKAKBY HEXKeJIaHY JIEKApCTBEHH peakiiy, yBeaoMeTe Bawuus nekap, dapMauesT HiH
MEAHIHHCKA cecTpa. 10Ba BKJKOYBA BCHYKH BB3MOXKHH HEOMHCAHH B Ta3H JIMCTOBKA HEXKEJIaHH
peakuiu, Moxere cullo Aa CHOOLMTE HEXKENaHH peakLiMH THPEKTHO Upes:

H3mbnHuTEIHA areHUHA 110 JIEKapcTBaTa

ya. . Jlaman I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg

Kato cpobmaBare HeXENaHW peakUHMH, MOXeTe /1a JaJeTe CBOA INPHHOC 3a MOJy4YaBaHe Ha MOBeYe
uHbopMalHa OTHOCHO O6e30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak aa cexparaBate KperHanuH AKOpA

o Jla ce cpxpaHABa Ha MACTO, HEOCTBITHO 34 JeHA.
To3u nexkapcTBEH NMPOAYKT He H3HCKBA CIIELIMAIHU YC/IOBHS Ha CbXPaHEHHE.
He usnounssaitre Keernanud AKopj clie cpoka Ha MOJHOCT, OTOENA3aH BbPXY K
onakoBka H 6aucrepa cnen ,,l'oneH no:/EXP”. CpoksT Ha roOfHOCT OTTrOBaps Ha B,
OT MOCOYEHHUS MeceL.

o He usxpbpniiiTe leKapcTBaTa B KaHANIU3AUMATa WIH B KOHTEHHepa 3a 10
[Tonuraiite Bampg ¢papMaueBT Kaxk Aa M3XBbPAATE JICKAPCTBATa, KOHTO BE
Te3n MepKH 1LIe CITOMOrHAT 3a ONa3BaHE Ha OKOJIHATa cpeaa.
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6. Crabp/kanne HA ONAKOBKATA H JONBJIHHTEIHA HHPOpMALHS

Kaxso cuabpkaT Keernannn Axopa 200 mg ¢uamMupann TabneTxn:
AKTHMBHOTO BEHIECTBO € KB€THANIMH XeMH(yMapar.
Beska buimupaHa Tabnerka coabpxa 200 mg kBeTHanyH (KaTo KBETHANHH XeMHQyMapar).

Hpyrure ¢bCTaBKH ca:
Adpo na mabremxama. NaKkTo3a MOHOXUAPAT, MUKPOKPHCTAIHA LelTy103a, nopHAoH K30, mMaruesues

creapar (E 470b), HaTpHeB HULIECTEH ITMKONAT (THN A), Kanuues xuaporeHgocdar, AHXUApPaT.

DuUIMOB0MO NOKPUMUE CLOBPICA.
Xunpomenosa E-5

Maxkporon 400

Twranos auoxcun

Kak marnexaar Ksernannn Axopa 200 mg puamapann Ta0/1eTKA R KaKBO CHALPKA ONAKOBKATA
Tabnerkure ot 200 mg ca 6enu no noyrH 6enn, KPHIJIM, ABOHHOMIITBKHANH, QUIMUPAHH, FANKH OT
IBETE CTPAHH.

Onakosanu ca B PVC/Aluminium 6nncrepy, noctaBeHH B KapTOHEHA OIMAKOBKa.
Beska kapToHeHa onakoBKa cbabpxka 1o 6, 7, 10, 14, 20, 28, 30, 50, 56, 60, 84, 90, 98 u 100 punmupanu
TabneTky.

He Bcuukk BHAOBE ONMAKOBKH Morat Aa 0paT iTyCHaTK Ha nasapa.

[ipaETexKaTE)I HA pa3pelleHHETO 3a ynoTpeda
Accord Healthcare Polska Sp. z 0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[lonwua

Ilpou3soanTeN

Laboratori FUNDACIO DAU,

C/ De la letra C, 12-14,

Poligono Industrial de la Zona Franca,

08040 Barcelona,
Hcenanus

Accord Healthcare Polska Sp.z o0.0.,
ul. Lutomierska 50, 95-200 Pabianice,

Honua

Accord Healthcare B.V.,
Winthontlaan 200,
3526 KV Utrecht,

Hupepnauous

ToBa JIeKADCTBO € pa3jpemeHo 3a ynorpebfa B JbpxKaBHTE-WICeHKH HA KEBponeidckoro
HKOHOMHYECKO npocTpancrso, H B Ofeanrenoro kpancrso (Cesepua Hpirauang) noa cirefHHTE
BMeEHA:

Abpxana Hme na JekapcrBeHHS NPOAYKT
Obeauneno xpancteo | Quetiapine 25/100/150/200/300 mg Film-coated Tablets
(CesepHa Hpnanaus)
Hcnanus Quetiapina Combix  25/100/150/200/300 mg co
recubiertos con pelicula EFG 2E
QOuUHAaHaNS Quetiapine Accord 25/100/200/300 mg tabletti, kalvopiiillystet I N
filmdragerade tabletter ‘%Lwy




Yemxka perybnnka Quetiapine Accord 25/100/150/200/300 mg potahované tablety
Hupepnaunus l Quetiapine Accord 25/100/150/200/300mg filmomhulde tabletten

 Tlopryranus Quetiapina Accord

| ITomua Alcreno, 25/100/150/200/300 mg, tabletk: powlekane
HaHus Quetiapin Accord

| PyMBHHS Quetiapine Accord 25/100/150/200/300 mg comprimate filmate
[seuus Quetiapine Accord 25/100/200/300 mg filmdragerad tabletter
YHrapus Quetiapine Accord 200/300 mg filmtabletta
CrnoBakus Quetiapine Accord 100/150/200/300 mg filmom obalené tablety

| Upnanaus Quetiapine 25/100/200/300 mg Film coated Tablet
JiurBa Quetiapine Accord 25/100/150/200/300 mg plévele dengtos tabletés
Hranus Quetiapine AHCL 25/100/200/300 mg compresse rivestite con film
bBnarapus Ksetuanua Akopz 25/100/200 mg duamuparu TabneTku

JlaTa Ha mocaeAHO NpepasraeKAane HAa ancTroBkara: 07/2024




