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KBETHAIIUH AKOPJL 25 mg gpuamupanu raéaercu 70 (/O 7 7 7
QUETIAPINE ACCORD 25 mg film-coated tablets
KeeTnanux - 627},7,,( 12 -05- 2025
Quetiapine

[Ipouerere BHHMATEJIHO HAJATA JIHCTOBKA NpeAH /[a 3amovHeTe Ja NpHEMaTe TOBa
JIEKApCTBO, ThH KATO TH ChAbPKAa BaxkHa 3a Bac undpopmanus.
 3anasere Ta3u JUCTOBKA. MoXKe J1a ce HaJIOXKH /1a A NPOYETETE OTHOBO.
* AKO HMaTe HSKaKBH JIOMbJIHMTEIHH BBIPOCH, MNonuTaite Bawms nexkap wiu
(apMaLeBT.
e ToBa nekapcTBO € npeanucaHo JM4Ho Ha Bac. He ro npeorcrenBaiite Ha apyru xopa.
To mMoxke na UM HaBpeaM, HE3aBUCMMO Y€ MPHU3HALIUTE HA TAXHOTO 3abo0JssBaHe ca
CcbhlUMTE KaTo Bawuure.
* AKO MoJiyuuTe HAKaKBH HEXEJIaHH JIEKapCTBEHH peakUHH, yBeaoMeTe Baiwus nekap
WK (apmaueBT. ToBa BKJIIOUBA W BCHUKH Bb3MOXKHH HEXEJIAHW peaKLMM, HEOMTMCAHH
B Ta3W JIUCTOBKA. BuxTe Touka 4.

KakBo cbabpka Ta3H JINCTOBKA:

|. KakBo npeacraBnspa KBeTHanun AKop/ U 3a KakBO Ce M3I10/13Ba
2. KakBo Tpsa6Ba aa 3Haere, npeau na npuemere Kpernanun Akops
3. Kak na npuemare Ketnanun Akopp

4. Bb3MOXKHH HEXENaHU peaKiuH

5. Kak na cbxpansBare Kpetnanun Akop

6. Cbabp)kaHHe Ha ONAKOBKATa W IONbJIHWTENIHA HHPOPMALIMS

1. KakBo npeacrasiassa KBeTHannu Akop M 3a KAKBO c€ H3M0/13Ba

KBeTnanuH Akopa 25 mg puamMupanu TabneTKu CbIbPiKAT BELIECTBO, HAPEUEHO KBETHATHH.

To npuHaanexku KbM rpyna JieKapcTBEHH NPOAYKTH, HAPEYEHH aHTUNCUXOTULM. KBeTHanuH

AKOpA 25 mg pHIMHpPaHHU TabNeTKU MOXKE /1a Ce U3MOJI3BAT 3a JieYeHHe Ha 3a00/IIBaHUS, KaTO:

o Llu3odpenus: Mmoxke na BUxKaaTe, yyBaTe MM ycelllaTe Hellla, KOUTO He ChILECTBYBAT, /1a
BApBaTe B HElla, KOUTO HE Ca UCTHHA WJIM Jla CE€ YYBCTBATE HEOOMYAHHO MOJO3PUTENHH,
HECTOKOMHH, 00OBbPKaHH, BAHOBHH, HarperHaTi Wi JernpecrupaHH.

« Manusa: Moxe na ce 4YyBCTBAaT€ MHOIO pa3BbJIHYBaHW, BbOJYLIEBEHH, Bb30YJIEHH,
€HTYCHa3MpaHH WKW XHUIEPAKTUBHH WK [1a UMATE JIOWIA MPELEHKA, BKJIIOYUTEIHO /1a CTe
arpeCUBHHU WJIH pa3pyLUMUTESTHH.

« bunonsipHa nenpecus: KoraTo ce yyBcTBaTe ThKHU. MOXe 1a YCTAHOBHMTE, Y€ CE YUyBCTBATE
AENpPEeCUpaHH, BAHOBHH, HAMATE JOCTATbYHO €HEPrus, rybuTe aneTuT W/ MM He MOXKETE J1a

CITHUTC.

Bawwusat siekap moxe aa npoab/ku aa Bu npeanucsa Keetnanun Akopa, 10pH Korato ce
YyyBCTBaTe no-a00pe.

y 2 KakBo TpsbBa 1a 3Haere, npean 1a npuemere KBeTnanun Axopn

He npuemaiite KBetnanuun Axkopu:
o AKO CTe aJleprd4HM KbM KBETHAMWH WJIK KbM HAKOS OT OCTAHAJIMTE CbCTABKM HAa TOB
neKapcTBo (M30poeHH B TOUKa 6).
e AKO npvemare HSKOM OT CJIeIHUTE JIeKapCTBa:
- HAKOM JieKapcTBa 3a jieyeHue Ha XUB;
- a30JI0BH JieKapcTBa (3a rbOMYHHU UHDEKLHUH);
- EPUTPOMHLIMH HJIK KJIAPUTPOMHULIMH (32 HH(PEKLIMK);
- He(a30/10H (3a aenpecus).




AKO He cTe CUrypHM, ropopete ¢ Bawmna nekap wnu ¢apmaueBT, Npead Aa MPUEMETE
KeeTanuu Akopa.

peaynpexaeHnd B NpeANa3sHH MEPKH:
Ysenomere Baittng niekap, npeau aa npvemere Kpernanud Akopa:
o AKO uWMarte aenpecus win Apyro 3abonsBaHe, KOETO c€ JE€KyBa C AHTHAEMPECAHTH.

YnorpebaTta Ha Te3M nexkapeTBa 3aedHO ¢ KpeTHanMH AKOpA MOXKe Ja J0Beie Ao
CEPOTOHMHOB CHHAPOM, MOTEHLUMAIIHO XMBOTO3ACTPAlIABALIO CbCTOAHKE (BHXxTE ,,Jlpyru
nekapersa U KpetuanuH Axopa'™).

AKo Bue unu HAKoO# oT BaweTo ceMeicTBO UMATE MM CTE MMaNK npobnemMu CbC CbPLETO,
HanpuMep pobGNeMH CbC CHPACHHUS PHTBM, cnaboCT Ha CbPACHHHA MYCKYN HIH
Bb3MANIEHHUE HA CHPLETO, UK aKO NpHUeMaTe HAKAKBHY NeKapeTBa, KOWTO MOraT Ja NOBIUAAT
Ha paborara Ha cbpueTo Bh.

AKO MMAaTe HUCKO KPbBHO HANATaHe.,

AKO CTe npexuBeNn HHCYNT, 0cOoOEHO aKo cTe B CTap4ecka Bb3pacT.

AKO uMate npobieMH ¢ YEpHUA apob.

AKO HAKOra CTeé HMAJIH CTE NPUNAaBLK (rbpy).

AKo MMarte auabeT M puck fa ce paszdbosneere oT AuabeT. AKO ToBa € Taka, BawMaT nekap
MOXKE [1a NpOBEPABRa HUBATA HA KpbBHATa Bu 3axap, aokato npueMare KpervarnuH AKopA.
Axo BH e H3BeCTHO, Y€ B MHHAJIOTO CTe MMaTH HHCBLK Opoit 6enu KpbBHH KNETKH (KOEeTo
MOKE 12 € NPUYHHEHO WK HE OT ynoTpedaTa Ha Apyru JeKapcTsa).

AKO CTe B CTapuecKka Bb3pacT ¢ JAeMeHLMA (3aryba Ha MO3bYHM QYHKLMH). AKO € Taka,
Keernanun Akopa He TpaOBa Aa ce npuUema, Thil KaTo JieKapcTBaTa OT FPynaTa, kbM KOSITO
NPUHAANEKHM, MOTAT A MOBHILAT PUCKA OT HHCYAT WM B HAKOH CJIyYal pUCKa OT CMBPT NpH
XOpa B CTapyecKa Bb3pacT ¢ ACMEHLHA.

Axo Bue unu Haxoi aApyr BbB Bawero cemeiicTBO uMMa mpeallecTBalld Cly4daH Ha
oOpa3zyBaHe Ha KpPBBHHU CBCUPELIM, Tbhi KaTO JieKapCcTBa KAaTO TOBa Ca CBLP3aHH C
00pa3yBaHeTO Ha KPbBHHU CHCHPELM.

AKO UMaTe WIH B MUHANOTO CT€ UMAJH ChCTOSAHHUE, TIPU KOETO CNUpaTe 1a AXLLIATE 3a KpPaTKH
[epHoAr OT BPEME MO BPEeMEe Ha HOPMAJIHHA CH HOWIEH ChH (Hapuua ce ,,CbHHa anHes") M
[PUEMATE JICKapCTBa, KOUTO 3a0aRAT HOpMaJiHaTa akTHBHOCT Ha Mo3bka (, aenpecaHTu").
AKO MMaTe MJIH aKO B MHHAJIOTO CT€ HMAJIM CbCTOSHHME, KOTAaTO HE MOXETE HAMbJHO Aa
OCBODOAMTE NHMKOYHHMA CH MeXyp (3ajpbiKKa Ha YpPHHA), UMaTe YyrojieMeHa NpocTara,
3aNnylIBaHE HA uYepBaTa WY MOBUIUEHO HanAraHe B OKOTO. Te3H CbCTOAHHWA MOHAKOra ca
IPEAH3BHKAHH OT neKapcTBa (HapevY€HH ,,aHTUXONIMHEPrUiKM'), KOMTO 3acsaraT HayMHa, no
KOHTO (QYHKUMOHMPAT HEPBHUTE KJETKH, ¢ UEA Aa JeKyBaT ONpeAencHd MeAWLHHCKU

CbCTOAHUA.
AKO 3n10ynoTtpedsBare ¢ alkoXoa U HAPKOTHLIH.

["oBOpeTe ¢ Bamua nekap HezabapHo, ako MONYyHUTE HAKOE OT CNEAHUTE CNel NPHEM Ha
Keernanuu Axkopa:

Teau cueTOosAHKA MoraT Aa 6baaT NPHYMHEHH OT NMPHUEMa Ha JIEKApCTBa OT TO3 §

UHpopmupaire Baluna nekap, Bb3MOKHO Hai-CKOPO, KO MOMYUHTE:

KoMbuHauma OT TpecKka, CMIHA MYCKYJTHA CKOBAHOCT, K3NOTABAHE MU 3aryba Ha Cb3HAHHE
(HapylLIEeHHE, HApeuye€HO ,,HEBPOIENTHUYEH MAaNUTHEH CHHIApoM™”). Moxe na ce Hanoxu
He3abaBHO NeueHMe.

HexoHTponupyeMH 1BHXEHHUA, OCHOBHO Ha JIMLIETO MK €3MKa.

3aMasHOCT MK YCELLIaHE 3a CHITHA CHHAMBOCT. TOBa MOXKE 712 YREJIMUHM PUCKA OT CiydaiHo
HapaHaBaHE (NaJaHe) MpU NAUMEHTH B CTapuYECKa Bb3pacT.

[Ipunaabum (rbpuoBe).

[IpoawnxutenHa u 6one3HeHa epeKuHa (NPHANTH3BM).

MUmate Obp3 M HenpaBuiieH MyJC, OOPH KOrato CTe B NOKOH, chpuedbueHe, npodbnemu ¢
OUlAaHETO, boNka B rbpAHTE UIIH HeoOACHMMA yMopa. Bamuat nekap we tpabsa aa nposepk
NEeHMHOCTTa Ha ¢bpueTO By n ako e Heobxoaumo, HeszabaBHO na BY Hacouu KbM RAT Syl

|

[ToBHwIeHa TemnepaTypa, rpuionoA00HH CUMNTOMYU, HONKH B I'bPAOTO WU \
MH(PEKLIMSA, Thil KATO TOBA MOXKE [1a € PEe3Y/ITaT Ha MHOIO HUCHK Opoi Benn KPHE




KOETO MOXE Aa HAIOXKM cnupaHe Ha KeerHanuH AkOpa W/WNM MpuaaraHe Ha Nogxonfllo
JICYCHUE.

e 3anek, NpuApYKeH OT NPOABANKHTEIIHA KOpeMHa 00JIka UK 3aneK, KORTO HE CE NOBMNABA OT
AeYeHHe, THH KAaTO TOBA MOXE Jla JOBEAE A0 AC-CEPUO3HO 3anyILBaHE Ha YepBarTa.

Mucau 3a caMoyOHiCTBO H/IH BAomiaBaHe Ha Bamara aenpecus

AKO cTe JenpecHpaHH, MOHAKOra MOXe j[a HMMare MHCAU 3a CAaMOHApaHABaHE WM
caMoyOHiicTBo. ToBa MOXe 1a C€ 3aCHAH, KOTATO 3arnousare ficueHHe 3a MbPBU BT, TbH KaTO
Ha BCHYKH T€3H NIeKapcTBa MM TpAdBa BpeMe, 3a Aa 3anmovHaT Aa AeHCTBAT, OOMKHOBEHO OKOJIO
Z ceqMHLIM, 2 MOHAKOra M nopeve, Te3zn MHUCIH MOXe A cé 3aCHJIAT CBLUIO H aKO BHE3aMHO
NpekpaTuTe NnpUeMa Ha JIeKapcTBoTo. MoXe A3 MMa f0-rongMa BepOATHOCT a MHCIIUTE MO
TO3W HAYMH, aKO cTe MiIagu. JJaHHHM OT KIMHHUMHM H3NATBAHUA NMOKA3BAT MOBMILEH PUCK OT
MHUCIIH 32 caMOyOMHCTBO W/HIIM CYWLIMAHO NOBEAEHHE NMPHY MJIaAM XOpa Ha Bb3pact nmoa 25

rOAYHH C JENPECHA.

AKO MMaTe MHC/H 33 CaMOHapaHABaHE HITH CaMOYOHMICTBO MO KOETO U 1a € BpeMe, CBBPKETE
ce ¢ Bawums nexap unu BegHara otuaere B 6onuuua. Moxe na 6b1e oT nonsa ga cnojenure ¢
POAHUHA UAM ONAM3BK NPUSTEN, Me CTe ACTPeCHPAHM M Ja I'M MOMOJIMTE HAa MpoueTaT Ta3u
NMCTOBKAa. Moxe f1a rv nomonuTe Aa By KakaT, ako MUCIAT, 4e genpecHaTta Bu ce pnoliasa
MJIH aKO ca pa3TPEBOKEHH OT NMPOMEHUTE BbB BallleTo noeenenue.

Texkn KOXKHH HexeaHn peaknHn (SCARs)

MHoro paako npy JEHECHUETO Ha TOBA JEKAPCTBO ¢a ChOOLIABAHM TEXKKHW KOXKHH HEXKENAHH

peakuuu (SCARs), kouto Moxke paa Obvaar XKuBROTO3acTpallaBallM MWW datanHu. Te

OOMKHOBEHO Ce NPOABABAT Mpe3:

e CunapoMm Ha CtupbHe-/DxkoHCBH (SJS), obwukpeH obpue ¢ Mexypu 1 DeneHe Ha KOXKaTa,
0CO0EHO OKONO ycTaTa, HOCa, OUMTE U FreHUTAJIHUTE;

« TokcHuHa enuaepmanHa Hekponusa (TEN), B no-Texxka popMa, npean3BukBaiia oOmWupHo

OeneHe Ha KOXKaTA;
o JlekapcreeHara peakuus ¢ e03uHopUnua ¥ cuctemun cumnroMu (DRESS) ce nposagasa xato

rpunonogobHU CUMNTOMH ¢ OOpHMB, BHCOKA TeEJIeCHA TEMMEpaTypa, MOAYTH KIEe3nd M
OTK/JIOHEHHSA B pe3YJITATUTE OT KPbBHU HU3C/EABAHHA (BKIIFOUHTEHO NOBULLICHH Oenn KpbBHH
KNeTKH (€03HHOPUAKA) U UepHOAPOOHH €H3UMH);

» OcTpa reHepanusMpada ek3aHTemaro3Ha nycrynosa (AGEP), manku Mexypuera, NbJIHH ¢
FHOH,

o Eputema Mmyntudgopme (EM), xoxeH obpHB cbe cbpOAlUM uepBEHH NETHA ¢ HENpaBHUITHA
dopMa.

Cnpere na u3nonseare KeerHanun AKopa, akO pa3BueTe TE3H CHMITOMH H C€ CBBPXKETE C
Bawua nexap win He3abaBHO NOTHPCETE MEAKLIMHCKA NMTOMOLLL.

YBenuuapaHe HA TeJIECHOTO TerJo
[1py naumeHTH, npueMailli KBeTHanKH, € HabnaapaHO HaaaBaHe Ha Terno. Bue w Bawuar
nekap Tpabea peoBHO Aa npoeepasare BaweTo Terno.

Jlena H OHOWH
KpeTHanuH AKOpJ He € npeaHa3HaueH 3a ynortpeba npu aeua u loHowu noa 18-roguinxa

Bb3pacT.

HApyru Jexapcersa u KBernanuu AxKopa:
Undopmupaiite Bawius nekap wid ¢papMaLeBT, ako NpHEMaTe, HACKOPO CTe NPHEMANTH HIIH €
Bb3MOXCHO Aa NIPUEMETE APYTH NIEKapCTBa.

He npuemaiite KBeTnanuu AKopa, ako npHeMaTe HAKOHU OT CAEIHUTE JieKapcTB
« Haxkou nexkapctia 3a XHB,

e A3010BU eKapcTBa (32 reOHYHK KHDEKLIUN).

« EpurpoMUUMH WM KNAPUTPOMHLIMH (32 HHDEKLINH).
« HedazonoH (3a nenpecusa).




YBeaoMeTe Bamua nekap, ako npuemare HAKOM OT CIACAHHUTE JIEKapCTBa:

« JlekapcrTea 3a emuencus (kato GeHUTOUH MIIM KapOaMa3enuH).

« JlexapcTBa 33 BUCOKO KPHBHO HAJIATAHE,

« bapOurypaTu (3a HapyLlIEeHHs HA CBHA).

» THOpHAA3HUH WITH TATHHR (APYro aHTUIICHXOTHYHO JIEKAPCTBO).

« JlekapcTsa, KOUTO NOBAHURBAT ChpAEYHATA JCHMHOCT, HAMp. NEKAPCTBA, KOMTO BOIAAT J0
enekrponuTes AvcbanaHc (HMCKM HUBA HAa KalUM HMIU MAarHe3vH), Karo OMYPETHULIH
(oTROAHABAIM TabneTkH) HIM HAKOM AaHTHOMOTHUN (JIEKAPCTBA, M3MOJA3BaHU 34
bakTepruanHi HHPEKLUH).

« JlekapcTBa, KOUTO MOTAT 1a NPUYHUHAT 3aMeK.

« JlekapcTBa (HApeUYe€HH ,AHTUXONMHHEPrHWUHU ), KOUTO 3acAraT Ha4yhHa, [0 KOHTO
GYHKLHOHHPAT HEPBHUTE KJIETKH, C LEJI Ja W3JieKyBaT onpeaeneHu 3aboispaHus.

o AHTHAENpecaHTH. Te3n nekapcTea MOXe Aa BzauMoaencTear ¢ Ksernanud AKopa v Moxe
Aa TIONYYHUTE CHMITOMM KaTO HEBOJMEBM, PHTMMYHH CBbKpallleHHA Ha MYCKYJIHTE,
BKIIOYHTENHO MYCKYIIUTE, KOWTO KOHTPONMpAT [BWXKEHWATA Ha ouuTte, Bb3Oyia,
XaNOILUHALKHA, KOMA, MPEKOMEPHO MOTECHE, TPEMOP, YCWIBAHE Ha peIEKCUTE, TIOBHLIEHO
MYCKYJIHO HanpekeHue, Telecha temnepatypa Hag 38 °C (CepOTOHHHOB CHHIPOM).
CebpaKeTe ce ¢ Bamms gekap, ako nonyvyure noaodHu CUMNITOMM.

[lpeny aa cnpere npvema Ha HAKOM OT BawuTte nekapcTBa, MOnsA MBLPBO rosopere ¢ Bamumg
neKap.

IIpuem Ha KBeTHanuH AKOpP] ¢ XPAHH, HANKTKH H AJIK0X0/]

« KpeTHanuH AKopI MOXe Ja Ce MpUeMa Cbe MITH 0€3 XpaHa.

« BHumMasaiiTe koako ankoxon nuere. Toa ce Hanara, 3al(0T0 KOMOMHHPAHUAT €PEKT Ha
KeeTnannui Akopa ¥ anKoXoJl MOXe 1a BH HanpaBu CbHIMBH.

» He nuiite cok ot rpeindpyT, Aokaro npuemare Ksernanud Axopa. Tosa MOxe aa nosiause
OCUCTBHETO Ha JIEKapCTBOTO.

bpeMeHHOCT H KhpMeHe:

Axo cre OpeMeHHa WUAM KBPMMTE, CMsTaTe, Y€ MOXE Jla cTe OpeMeHHa WNK NJaHWpaTe
OpeMeHHOCT, nonuraiite Baluya nekap, npead ga npyveMere Topa nekapctso. He Tpabsa na
npuemare KpetunanuH Akopa, ako cte OpeMeHHa, OCBEH ako He ¢Te 00CchAMIM ToBa ¢ Bamins
nekap. He Tpabsa na npuemare KBeTHanud Akopa, ako KbPMHTE.

CneaHure CUMNOTOMH, KOMTO MOXKE Jla ca NMPU3HAK Ha OTHEMaHe, MOorar na ¢c NMposBAT MpH
HOoBOpoAcHH OebeTa OT MaMKHU, W3NON3BANM KBETHMAINIMH B [IOCJAEAHOTO TpHMECEUHE
(nocnegHUTe TpU Meceua OT OPEMEHHOCTTa HMM): TpernepeHe, MYCKYJIHa CKOBAHOCT H/HIH
cnabocT, CHHJIMBOCT, Bb30yna, PodNEeMH ¢ JUILIAHETO H TPYAHOCT IMPH XPaHEHE.

Axko Bamero 6ebe pazsue HAKOH OT T€3H CUMITOMH, MOKE Ja CE€ HANOXH J1a Ce CBbpIKETE C
Baiuus nexap.

Hlodupane u paboTa ¢ MAINHHA
Baiuute Tabnerku moxe 72 BH npuuMHAT ¢hbHAMBOCT M 3amasHoct. He wmodwupaiite n He
paboTeTe C HHCTPYMEHTH WX MallIMHH, OKATO HE YCTAHOBUTE Kak B BIHAAT T€3M TaONETKH.

KBeTHanuH AKOpA CBbABbPXKA JAKTO3a
KeeTHanuu Akopa ChABPXKA JAKTO3a, KOATO € BUA 3axap. Ako Bawmuar nekap Bu e kazan, ue
MMaTe HEMOHOCHMOCT KbM HAKOHM 3axapH, CBLPXKETE C€ ¢ HEro rnpead aa MpHeMETe TOBa

NEKapCTBO.

KBeTHanuH AKOpA CHABPKA HATPHH
Toea nekapcTBO ChABPKA NO-Manko oT | mmol narpuii (23 mg) Ha Tabnetka, T.€.

KaXKe, Y€ NPaKTH4YECKH HE CBAbPXKA HATPHM.

E¢exr BbpXy pe3yJITATHTE OT YPHHHH TECTOBETE 32 HAJIHYHE HA JIeKApCT
Ako By npaBsT n3ciaeaBaHuA 32 HANMUKME HA JIEKAPCTBA B YpUHaTa, KOraro ce
TEeCT METOAU, NpHEMBT Ha KBeTHanuH Axopa MOXe Ja JOBEAE 10 MOJIOXKHUTENH
METaJOH WM HAKOM JIeKapCTBa, TMpUiaraHd npd Aenpecus, HapeueHU




anTuaenpecantu (TLLA), senpeku ue Bue Mmoxke aa He BzeMate metanoH win TLLA. Ako ToBa
CE CIY4YH, MOKE 12 CE U3BBPLUMA NO-CNeurHPHIEH TECT.

3. Kak aa npuemarte KBeTHanuu Axopa

Bruaru npvemaiite Keetnanun Akopa kakto Bu e kazan Bawusar nekap. AKo He CTe CUrypHH
B HELLO, nonuraiTe Bawua nekap vnu dbapmauest. BawvaT nekap uie onpeaenyd HayanHaTa
By no3a. Iloanspxatuara ao3a (AHEBHATA 403a) 1ME 3aBUCH OT Bauieto 3aonasate M HYXKIH U
obukHOBeHO Wwe Obae Mexay 150 mg 1 800 mg.

« llle npuemare Bawunre TabneTky BeaAHBXK AHEBHO, MPEAN NATaHe WM ABA MbTH AHEBHO, B
3aBHCHMOCT oT Baineto 3abonseaHe.

« [llornbluakite TabaeTkuTe UenU ¢ BOAA.

» Moxe na npuemare Baummre TabneTku ¢bec wim 6e3 xpaHa.

« He nuitTe cok ot rpendpyT, aokaro npuemarte Ksernanuu Axkopa. Tosa Moxe Ja nosause
Ha HauyuHa, MO KOMTO JAeHCTBa NEKapCTBOTO.

» He cnupaite nprema na Bamnre Tabnetku, nopu ako ce yyBcTeare no-a00pe, OCBEH ako
Bawuat nexap He Bu kaxe,

Heproapobur npobnemu
Ako uMate npobineMH ¢ uepHus Apod, BamnaT nekap Moxe aa npomenu no3ata Buy.

Crapyecka Bbapacrt
AKO CTe B CTap4ecKa Bb3pacT, Bawuar nekap Moxke na npomeHH aAozata Bu.

Ynorpeba npn Aena H WOHOMIK
KeeTranuH Axopa He TpsabBa na ce M3non3sa Npu Aeua M woHown nog 18 roauuy.

AKO CTe npHeJIH NoBeve oT HeoGxoaumaTa ao03a KeeTtnannu Axopa

AKO rpHeMeTe noeeue OT npeanucanurte ot Bawna nexap bunMupanm tabnerkn Kesetuanun
AKopa, MOXe J1a U3NUTaTe ChHIUBOCT, 3aMAAHOCT U HENPABUIEH cbpaeueH puTbM. He3abaBHo
ce CBbpkere ¢ Bawus nexap unu Hail-6nuskara 6onvnua. Biaemere Tabnerkure Kpetnanuu

Akopa ¢ Bac.

AKo cTe nponycHaan aa npuemere Ksernanun Axopj

Axo 3abpaBuTe Aa MpuUemeTe eHa 1034, B3eMETE A BEJHara oM ce ceTHTe. AKO Beye e MouTH
BpeME 3a creJBallata 033, H3vakaitte aororaga. He piemaitte aBoitHa no3a, 3a na
KOMIIEHCUpATE NPOoNycHaTaTa g03a.

AKo cTe cnpean npuema Ha Ksetnanun Axopa

AKO BHE3anHO CMpeTe NpUeMa Ha kBeTHAanuH TablieTky, Moxe na Bu e TpyaHo na cnure
(6e3cbHKE), na YyyBCTBaTe MO3MBH 3a NOBpbLUIAHE (rafaeHe) WK Aa HMaTe rnasobonue, AMapus,
Ja NMOBPBLIIATE, Aa CTE 3aMasHU WK pasApa3sHUTENHH. BaluMAT fekap MoXe Ja NpeaiokH aa
HaMajaNTe A03aTa NOCTENEHHO, MPEaH Aa NPEKPATHTE JICUEHUETO.

AKO MMaTe JpyrH BBIIPOCH, CBBp3aHH ¢ ynoTpebara Ha TOBa JeKapcTBO, nonuTaiite Bauiysg
nexap Wnu ¢papMaLEBT.

4, Bb3MOXKHH HeXelaHH peaKIHH

Kakto BcukH nekapetea, KBeTnanui Akopa MOxe Aa MPUYUHH HEXETAHU peakiy
Yye He BCEKU T'W NMoNy4aBa.

Mmuoro yectu (Morar aa 3acersiar noseue ot 1 ua 10 aymu):
e 3aMasHocT (MOXE Ja JOBEeAe A0 nagaHus), rnarobonue, Cyxora B yCTaT
e (CLHIMBOCT (MOXKE Aa M3YE3HE C BPEMETO, aKO NMPOABDKUTE [a NMpHeMa




Akopa) (MOXxe Aa foBeAe A0 NagaHHUA).

CHMNTOMH Ha OTHEMaHe (CHMNTOMH, KOUTO MOFaT 1a Ce NOSBAT, KOraTo CIpeTe npHema
Ha KBETHANHH) BKIIIOYBAT HEBB3IMOXKHOCT Aa cnuTe (Oe3chHue), nopauraHe (raaeHe),
rnasobonue, AMapHa, NpusngBaHe (NOBPBILAHE), 3aMAAHOCT M Pa3APAZHUTETHHTETHOCT.
[TpenopbyBa ce MOCTENEHHO NpeycTaHOBABaHE 34 MEpHOA OT Hali-Maniko | po 2
CEAMHULIM.

Hapnasane Ha Terno.

Heobuuaitnn myckynHu aBvxkeHuda. Te BKIIOUYBAT 3aTpyNHEHME NPH 3aMOuYBaHE HA
MYCKYJ/IHOTO ABHXKEHHA , TPEMOP, HYBCTBO Ha OE3NOKOHCTBO HAKM MYCKYJIHA CKOBAHOCT
be3 bonka.

IIpoMaHa B KOJIHYECTBOTO Ha ONpeleNeHH Ma3HWUHH (TPUIIMuEpHAH M obw
XOJIeCTepon).

HecTu (Morar ga 3acernar ao 1 ua 10 gymn):

e & & o »

YdecTeH nyiic.

Ycewane, 4e cbpueto Bu ce 6nbeka B repaute, 6ue TBbpae 6bp30 MM Npeckaya yaapH.
3anek, pa3cTpoeH cTomax (HapyLIEeHO XPaHOCMHIIaHeE).

Yceuwase 3a cnabocT.

[lonysane Ha pblLETE WK KpaKaTa.

Hucko XxpbBHO HansraHe npu u3npassHe. TO MOXe [a NPUYUHH 3amailiBaHE WM
npunagbK (MoXe aa poseae A0 NnaaaHus ).

[loBHILIEeHH HMBA HA KpbBHATA 3axap.

3aMBIIIEHO 3peHHeE.

AHOPMAIHH CBHHILA H KOILIMaPH.

3acuaeHo YyBCTBO Ha riaj.

PazapazuurenHoct.

Hapywenue Ha ropopa u peura.

Mucnn 3a caMoyOHICTBO ¥ BAOLIABAHE HA JENpecUsTa.

3anyx.

[loBphitane (r1aBHO NMPH NALKUEHTH B CTAPYECKA BL3PACT),

[loBMineHa remneparypa.

[IpoMeHH B KONMYECTBOTO HA XOPMOHHUTE HA LUIMTOBWAHATA XJIE3a B KPbBTA.
HamansBsane 6pos Ha onpeaeneHu THNOBE KPLBHH KJIETKH.

YBENHYEHO KOMHYECTRO HA 4EPHOAPOOHH EH3MMH B KPbBTA.

YBeNU4EeHO KONHUUECTBO Ha XOPMOHA NMPONaKTHH B KpbBTa, [ToBHILIABaHETO Ha XOpMOHa
NMPOJIAKTHH MOXE B PEAKHM CNy4an MOKe Aa A0BeIe A0 CIIEAHOTO:

- 1lpH MBX€ U XKEHH - NNOAYBAHE HAa IMbPAMTE W HEOYAaKBaHa M0ABA Ha KbPMa.

- IlpH KeHu - tMNca Ha MeCEeHeH UMKDBJ MK Ha Pa3NIHYHH NEPHOAM.

HeuecTn (Morar ga 3acernar ao 1 ua 100 aymn):
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[Ipynagbum unu repyose.
AJIepruyHH peakLnH, KOUTO MOraT /1a BKJIFOYBAT W3MTbKHAN 00puB (YPTHKK), NoayBaHe
Ha KOXXaTa M OKOJIO YCTaTa.

[Ipnnowasane (MOxe aa Aoeeae oo nNaaaHwus).

HenpuaTHo ycelwiane B KpakaTa W/MnM HECMOKOMHM Kpaka (HapuuaHo owe CHMHAPOM Ha
HECMOKOMHHUTE Kpaka).

3aTpyaHeHHUA NpPH NMperibllaHe.

HexonTponupyeMu aBHKeHHA, raBHO HA JIMLIETO W €3MKa.
Hapyluena cekcyansa pyHkuUus.,

3anylueH Hoc.

Ilnaber.

[IpoMsgHa B eNeKTpHYECKAaTa aKTHUBHOCT Ha CbpleTo, Habnoaasa
(yabxaeade Ha QT unTepBana).

[fo-6aBHa oT HOpManHaTa CbpAeyHa 4eCcTOTa, KOATO MOXKE J1a CE MOABH
JIEYCHHETO U KOATO MOXe fa ObAe CBBP3aHA C HUCKO KPBbBHO HANSraHe ¢

3aTpyaHEHO ypHHHpaHEe.




HamansaBaHe Ha KOMTHMYECTBOTO Ha YEPBEHUTE KPbBHHU KJIETKH
HaMmansBaHe Ha KOJJMUECTBOTO Ha HAaTPU B KpbBTA.
BrowapaHe Ha Beue ChliecTBYyBall AHaber.

O6bpkaHoCT.

Peaku (Morar xa 3acernart ao 1 na 1 000 aymn):

o KomOunauusa or BucOka Ttemnepatypa (Tpecka), M3NOTABAHE, MYCKYNHA CKOBaHOCT,
CHUJIHa CBH/JWBOCT WM 3aryba Ha cb3HaHMe (HapyLUEeHHE, HAPEHEHO ,,HEBPONENTHUEH
MaJIMTHEeH CHHApPOM”).

[MoxxbATABAHE HA KOXKATa M OUMTE (OKBITEHHLA).

Bb3nanenue Ha 4epHHA Apod (xenarTur).

[Iponbiokutenna u 6one3HeHa epekuds (MpUanu3bM).

MeHCTpyasiHK HaApYLLIECHHA.

XoaeHe, rOBOpPEHE, XpaHEHEe WK APYrd AeHHOCTH NO BpeMe Ha ChH.

[ToHnxkeHa TenecHa reMneparypa (XHnoTepMus ).

[lonyeaHe Ha rbpAHMTE X HEOUAKBAHO OTHACAAHE HA KbpMa (ranakropesn).

Bn3naneHUe Ha 3aCTOMAILIHATA *U1e3a.

CobcTosHMe (HapedeHo ,,MeTabonuTeH cHHapoM"), Npu KoeTo MOoXKe Ia ce Habnionapea
KOMOMHALMA OT TPH WK NMOBEYE OT CACAHUTE: YBETHUYEHHE Ha MACTHATA TbKAH OKONO
KopeMa, NoHHXKeHUe Ha ,n0bpus xonectrepon” (HDL-C), nosuimeHne Ha BUA MacTH B
KpbBTa, HAPEUECHH TPUIMHLUEPHAH, BUCOKO KPBLBHO HANAraHe U NOBHUILIEHHE Ha KpLBHATA
3axap.

e 3anyiuBaHE Ha YepBaTa.

¢ [loBuuaBaHe Ha kpeaTHH $pOCHPOKUHA3aTa B KpbBTa (BELIECTBO OT MYCKYIHTE).

Mmuoro peaxu (morat aa zaceruart a0 1 na 10 000 aymn):

¢ Texbk oOpuB, MEXYPH HIIM YEPBEHHM TIJIAKH MO KOXKATA.

¢ Texka aneprudna peakuus (HapedeHa aHapUIaKkCcKHA ), KOATO MOXKE 1a NPUYHHH
3aTPYJHEHUS B AULLAHETO WM LLIOK.

e bbp30 nogyeaHe Ha KoxkaTa, OOMKHOBEHO OKOJIQ QUMTE, YCTHHUTE WJTH I'bpJIOTO
(aHrnoeaem).

¢  (CepHO3HO CBCTOAHUE ¢ 00pa3lyBaHe Ha MEXYPH M0 KOXATA, yCTATa, OYUTE H
reHHTanuuTe (CUHAPOM Ha CTUBBHC-JPKOHCHH).

¢ HeanekBaTHa CEKpeLIMA Ha XOPMOH, KOWTO KOHTponupa obeMa Ha ypUHara.

¢ Pa3nanaHe Ha MYCKY/JHHUTE BNnakHa U 6onka B Mmyckynure (pabaomMmuonuza).

C Hen3BecTHA wecTOTA (HE MOXKe A ObAe oleHEHa OT HAJITHYHHTE AAKHN);

o Koxed 00puB noa ¢opmara Ha YEpBEHH METHA C HeMpaswiHa ¢opMma (epuUrema
mynTugopme). Biokre Touka 2.

¢ bup3a nosasa Ha y4acTbUH OT 3a4E€pPBEHA KOXa, OCEIHH C MalIKH NycTyJH (0Opa3zyBaHe
HA MAJIKH MEXYPYETA, ITBJIHU ¢ 04N1a/5KbITa TEHHOCT, KOETO Ce HapH4a OCTpa
reHepanvsvpaHa ek3aHTeMaTo3Ha nycrynosza (AGEP). Buxre Touka 2,

¢ (epro3Ha, BHe3allHa aNepryyHa peaxKUMsl CbC CUMIITOMH KaTO [IOBHILEHA
TeMrepaTypa, MEXYpH Mo Koxata H obenBaHe Ha Koxarta (TOKCHYHA envaepmaliHa
Hekponu3sa). Broxre Touka 2.

e JlexkapcTBeHa peaxuus ¢ €03UHOPHIHA U cucTeMHH cumnTomu (DRESS), koato ce
NPOSABABA KaTO TPHUMNONOA00OHH CUMNTOMH ¢ OOpHB, BUCOKA TEJIECHA TEMIepaTypa,
MOAYTH HUJIE3H U OTKJIOHEHHA B PE3yNTATUTE OT KPLBHHM M3CNEABAHHMA (BKIKOUYHTETHO
noBuilIeHU O€NH KPBHBHU KIETKH (€O03HHOPHUNIKNA) H YePHOAPOOHHU €H3UMH). Buokre
TOYKa 2.

e (CHUMIOTOMH HAa OTHEMAHE MOraT Ra BB3HHKHAT Y HOBOPOJEHH OT MaHKH, KOUTO C
npueManu KpetHanuH AKopAa o BpeMe Ha OpeMEHHOCTTA.
Hucynr.

JabonspaHe Ha cbpACYHNAA MYCKYJ (KapAHOMHONATHA).
Bbinanenue Ha ChpACUHNA MYCKYJl (MHOKApAMT).
Bbinanenue Ha KPpbBOHOCHHUTE CbAOBE (BACKY/HT), YECTO C KOXKEH O
YEPBEHU WUJTH JIKJIABH NOAYTHHH.




KnacwT iekapcTsa, KbM KOHTO NpHHanneskH KBeTnanuH AKop, MOXE Aa MPHYHHU NpodneMu
CbC ChPACHHHA PUTBM, KOMTO MOFaT Aa ObAAT CEPHO3HH U B TEXKKH CTyYaH ¢ paTaneH U3xo.

Hakou HexxenaHu peakuMn MOXE J1a C€ YCTAHOBAT €AMHCTBEHO KOTaTo Ce B3eMa KpbBHA npoba.
Te BKMOYBAT MPOMEHH B KOJMYECTBOTO Ha ONpeAENeHH MasHHHM (TPHrAHLEpHIH H obuw
XOJIeCTepOs1) WIH 3axap B KPLBTa, MPOMEHW B HUBATa HA THPEOHWIHHTE XOPMOHH B KPbBTa,
MOBHIIEHH 4€PHOAPOOHH EH3UMH, NOHMKEHHE B Gpos Ha OrnpeaeSieHH BUAOBE KPbBHH KJIETKH
(BKJIIOUHTENIHO YEPBEHMTE KPbBHH KJIETKH), MOBHLIEHUE Ha KpbBHATa kpeaTHHPpochoxkHHasza
(BEILIECTBO B MYCKYJIUTE), MOHHKEHHE B KOMMYECTBOTO Ha HATPHI B KPbBTA M MOBUILEHHA B
KOMHYECTBOTO Ha XOPMOHa MpPOJIaKTHH B KpbBTa. [loBHILEHHATa Ha XOpPMOHA MPOJAKTHH B
PeAKH Cly4ad MorarT Aa JIOBeJaT A0 CAEIHOTO:
e [IloaysaHe Ha rbpaUTE H HEOUAKBAHO OTAENAHE Ha KbPMA TIPH MBXKE U KEHH.

e Jlunca Ha Mece4eH UKD WK HEPEOBEH LIMKBJI NPH XKEHH,

Bamnsar nekap moxke Aa noncka aa Bu 6baat npaBeHu KpbBHU U3CIEABaHMS Npe3 onpeseieHu
HHTEPBANH OT BpeMe.

Jeia H WHOWH
ChbluMTe HEXKENaHH peaklHW, KOMTO MOrar 4a ce [OSBAT NpH Bb3pacTHH, Morar Ja Obaar

HAJIHLUC H I1PpH ACLAa K FOHOLIIH.

ClieqnnTe HekelaHH peaKIHH ¢a Ha01I0aBaAHM N0-9€CTO NPH AENA H IOHOLIH W/IH He Ca
Ha0/1101aBAHH IPH Bb3PACTHH:

Mnoro uectn (3acarart nope4e ot 1 na 10 aymn):
e [loBuuieHHe B KOJIMUECTBOTO Ha XOPMOHA MpPONAKTHH B KpbBTa. [loBHIIEHHATA Ha
XOpMOHa NMPOMIAKTHH B PEIKH cliyyan Ouxa MOriiM na AOBeNAT A0 CAEeAHOTO:
- lloayBsaHe Ha repAMTE M HeouakBaHa NaKTaLMA NIPY MOMYETa H MOMHYETA.
- OTCBhCTBALUA MM HEPEAOBHA MEHCTPYaL U NpH MOMHYETATA.
¢ [loBUlieH aneTHT.
¢ [loeprbirane.
®* AHOpMaNHHM ABMXEHHA Ha Myckyaute. Te Morat Aa BKMOYBAT TPYAHOCT NpH
Pa3ABH)XBAHETO HA MYCKYJIUTE, TPEMOPH, HECMTOKOHCTBME MM CXBAHATH MYCKY/IH Ge3
6onka.
¢« [loBuinaBaHe Ha KPBBHOTO HANAraHe.

Yectn (3acarar no 1 ua 10 aymu):
¢ Cnaboct, npunouaBaHe (Moxe Aa 10Befe 0 NajaHus ).
e 3anylieH HOC.
e Pa3npasHUTENHOCT.

Cno0iaBane HA HEeXKEJIAHH PeAKIHH
AKO MONy4YuTe HAKAKBU HEXE/IAHH JIEKapCTBEHH peakuWH, yseaomere Bawna nekap,
(papMauEeBT WM MEAHLHHCKA cecTpa. ToBa BIJIIOYBA BCHUKH BB3MOXKHM HEOMHCAHU B Ta3M
NUCTOBKA HEXENaHW peakiliH. Moxere cbilo na cboOLIMTE HEXENaHW peaklMH AUPEKTHO
ypes:

M3mbaHHTENHA areHUMa no JIeKapcTBaTa
yn. ,,Jdaman I'pyer” Ne 8

1303 Copus

Ten.: +359 2 8903417

yeOcaidT: www.bda.bg

Kato chobmaBare HekenaHH peakudH, MOXETe Aa JaJieTe CBOS MPHHOC 3a MOy
noseyue HHPOpMaLMs OTHOCHO Oe30MMacHOCTTa Ha TOBa IEKapCTBO.




5. Kak aa cbxpanaBate KBeTHANHH AKOpA

e Jla ce ¢chXxpaHABa Ha MACTO, HEAOCTBITHO 3a Jeua.

e To3M nekapcTBeH NPOAYKT HE U3UCKBA CINELHANHH YCI0BHA HA CbXPAaHEHHE.

¢ He wuznonseaiite KperHanHuH AKopa cnen CpoKa Ha TOAHOCT, oTOens3aH BbLPXY
KapTOHEeHaTa onakoBka W Onucrepa cinen ,Jl'ogeH no:/EXP”. CpokbT Ha roaHOCT
OTroBaps Ha MOC/IEOHHUA NCH OT MOCOYEHHUA MECELL.

e He usxpppnsiiTe JNexkapcTBaTa B KAHANM3ALMATAa WIH B KOHTEHHEpa 3a JOMALLHH
ornaabuu. [lonuraiite Baluna dpapMauesT Kak Aa H3XBPIATE JEKAPCTBATA, KOHTO Beue
He H3non3Bare. Te3u MEepKH 1€ CIIOMOTHAT 3a Ola3BaHE HAa OKOJIHATa Cpeaa.

6. CoabpKaHHE HA ONAKOBKATA H JONLJIHHTEIHA HHPOPMANHA

Kakso coabpxkat KBeTHanna Axopa 25 mg GuaIMHpaHH TA0JIETKH:
AKTHBHOTO BELIIECTBO € KBETHANMH XeMHUyMapar.

Beaxa gpunmupana Tabnetka ceabpka 25 mg KBeTHaNKWH (KaTo KBeTHANWH XeMHUyMapar).

JIpyrure cbCTaBKH ca:

Aopo na mabnemxama: nakro3a MOHOXMApAT, MUKPOKPHUCTAIHA LENyno3a, nosuaoH K30,
marHeswep cteapat (E 470b), HaTpuer HHwecTeH rauvkonar (TtHon A), KajJlUWes
xuaporeHdochar, AMXHAPAT.

Durmosomo noxpumue cvovpIHCa.
Xunpomenosza 6¢P

TuTaHOR AUOKCHL

Makporon 400

ACBAT XKelle3eH OKCH,

YepBeH xkene3eH OKCHA

Kaxk mraexaar Kpernanua Axopa 25 mg ¢puamHpanl Tad/JIeTKH H KaKBO CbAbPXKA

ONaAKOBKATA
TabneTkute oT 25 mg ca po30BH, KPbIiH, JBOMHOM3NbKHAIH, (PHAMHUPAHH, TJIAJIKH OT ABETE

CTPaHH.
OnakoBanu ca B PVYC/Aluminium éancrepyn, noCTaBeHU B KAPTOHEHA ONAaKOBKa.

Bcsika kaproHeHa onakoeka chanpxa no 6, 7, 10, 14, 20, 28, 30, 50, 56, 60, 84, 90, 98 n 100
¢UIMHpaHH TaONeTKH.

He BCHYKHM BHAOBE OMAKOBKHM Morat aa 6waaT mycHaTH Ha nasapa.

IIpuTexaren Ha pa3pelIeHHETO 34 YIOTpeda
Accord Healthcare Polska Sp. z 0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

[Tonuwa

ITponsBoanTen

Laboratori FUNDACIO DAU,
C/Delaletra C, 12-14,

Poligono Industrial de la Zona Franca,

080340 Barcelona,
HMcnanua




Accord Healthcare Polska Sp. z 0.0,
ul. Lutomierska 50, 95-200 Pabianice,
ITonua

Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Utrecht,
Huaepnanams

Accord Healthcare Single Member S.A.
64th Km National Road Athens,
Lamia, Schimatari, 32009,

[bpums

Tosa JiekapcTBO € papemeHo 3a ynorpeb6a B AnpkaBHTe-4ieHKH Ha EBponeilickoTo

HKOHOMHY€eCKO0 NPocTpaHcTBO, H B QbeauneHoTo KpaiacTBo (Cesepra Upaanans)
noja cieJHHTE HMEHa:

JAbpKasa Hme HA JIEKAPCTBEHHA NPOAYKT
ObenuneHo kpancteo | Quetiapine 25/100/150/200/300 mg Film-coated Tablets
' (CesepHa Upnangus)

Hcnanus Quetiapina Combix  25/100/150/200/300 mg  comprimidos
recubiertos con pelicula EFG

MDuUHNaHaKUS Quetiapine Accord 25/100/200/300 mg tabletti, kalvopééllysteinen /
filmdragerade tabletter

Hupepnanaus Quetiapine Accord 25/100/150/200/300mg filmomhulde tabletten

[Topryranus Quetiapina Accord

[lonwa Alcreno, 25/100/150/200/300 mg, tabletki powlekane

JdaHus Quetiapin Accord

PymMbHMA Quetiapine Accord 25/100/150/200/300 mg comprimate filmate

LIseuus Quetiapine Accord 25/100/200/300 mg filmdragerad tabletter

YHrapus Quetiapine Accord 200/300 mg filmtabletta

Cnoeakus Quetiapine Accord 100/150/200/300 mg filmom obalené tablety

Hpnanaua Quetiapine 25/100/200/300 mg Film coated Tablet

JIuTea Quetiapine Accord 25/100/150/200/300 mg plévele dengtos tabletés

Htanus Quetiapine AHCL 25/100/200/300 mg compresse rivestite con film

brarapus Ksetnanuu Axkopa 25/100/200 mg punmupanm rabnetkm

JaTa na nocjienHO MpepasrnexkaaHe Ha Jucropkara: 03/2025




