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EBPONENCKHA NTOKJAJ 3A OBIIIECTBEHA OLIEHKA (EPAR)
SONATA

Pe3iome Ha EPAR 3a 001iecTBEeHO IOJI3BaHe b(b

. NS
Hacmosuusam dokymenm npedcmasissa pesiome na Esponetickus doknad 3a o6uecmeena quenxa. B
Heeo ce paszsichaea kak Komumemvm no aexapcmeenume npoOykmu 3a XyMaHHa ynompe. ‘HMP)
oyens6a npogedenume NPOYU6aAnUs, 3a 04 HanpPagu ceouUme NPenopvKu Kaxk 0a ce u3nous

npowememe aucmoskama (couo wacm om EPAR) unu nonumaiime Bawwus ne U papmayesm.
Axo ce HyscOaeme om noseye UHGOpMaAYUs 34 OCHOBAHUAMA HA npenopbk@ na CHMP,
npouememe Hay4Homo obcwacoane (cvuo yacm om EPAR). @

Jlekapcmeomo
Axo ce Hygfcc)aeme om noeseude qubopmauuﬂ 3a Bawemo MeduuuHCKo CbcmOﬂHu%J‘Z‘?ﬂelleHue,

Kakso npencrabisia Sonata?
Sonata e JiekapcTBO, KOETO ChIbpka aKTHBHOTO BemecTBo 3af&ion. [penara ce noa popmara Ha
karcynu (Oenu u kadsaBu: S mg; 6enu: 10 mg). \z\@

3a KkakBoO ce u3MmoJi3Ba Sonata? <&
Sonata ce n3mnon3sa 3a JeueHUe Ha Oe3ChHIE PYEE3paCTHU, KOUTO HMAT 3aTPYIHEHHS ChC
3acnuBaHeTo. M3momnssa ce camo koraTto 0e3c 0 € CEpHO3HO, BOJH J0 HEeeCIOCOOHOCT HiIH

oCTaBA JIMLCTO B KpaCH AUCTPEC.
.HeKapCTBCH OPpOAYKT, OTIITYCKaH 11O HC@O npeanurcanue.

Kaxk na u3noassare Sonata? \&O

Jleuennero che Sonata TpaOBa 4 Gb€ BB3MOKHO Hal-KPATKO U HE TPAOBa Ja IPOABIKABA OBEYE OT
JBE CeAMHIH. Sonata ce NpHeNa-HENOCPEACTBEHO IPEM JIATaHe MU CIIe]l KaTO NAlUEHTHT € JIETHAIl 1
1Ma 3aTPYHEHHUS ChC 3ac ero. IIpenoprusanaTa no3a e 10 mg, oCBeH Ipy JIMLA B HATIPEIHATIA
BB3PACT M TIPHU MALUCHT Y KH UM YMEPEHO TEXKKU YEPHOAPOOHH YBPEKAAHUS, IPH KOUTO

MPUEMBT TPsAOBA 12 .ﬁ@ 5 mg.

MakcumanHara o JHEeBHa 03a Sonata ¢ 10 mg. [Tanuentute He TpsiOBa Aa MpreMaT BTOpa /103a B
paMKHUTe Ha e om Che nim Maiko mpeu mpruemMa Ha Sonata He TpsOBa a ce mpueMa XpaHa, Thit
KaTo TS MO HaMaJ‘II/I e(peKTHTE Ha JIEKApCTBOTO. Sonata He TpsOBa Ja ce mpreMa OT Jela Ui OT
NALMEHTIT § EXKH 4epHOAPOOHH WiIM ObOpeuHH MpobiieMu. 3a mopeue HHPOPMAILIUA — BUKTE

JH/ICTO@Ta
>

aeiictBa Sonata?

KTHBHOTO BEIIECTBO B Sonata, 3aJeTioH, MPUHAJISKH KbM TpYIIa JIeKapCcTBa, OJIM3KHU 10
OcH30/IMa3eTMHATE. 3aJICIUIOH € PA3TUYCH XUMUYESCKH OT OSH30IMa3CITMHUTE, HO JICHCTBA Ha CHIIUTE
perienTopy B Mo3bKa. Toil € aroHHCT Ha TaMa-aMUHO-OyTupoBarta kucennaa (GABA), koeTto o3HavaBa,
4e ce MPUKPEINBa KbM perentopute 3a Hepporpancmurepa GABA u ru aktuBupa.
Hesporpancmurepure kato GABA ca XUMHYHU BEIIECTBA, Ype3 KOUTO HEPBHUTE KICTKU MOTAT Ja
KOMYHHUKHpAT eIHa ¢ Apyra. B mo3bka GABA y4acTBa B mpeau3BUKBaHETO Ha 3aciuBane. Karo
aKTUBHUpA PEIENITOPUTE MY, 3aJICTUIOH yBennuaBa eektute Ha GABA, koeTo cTuMynupa ChHS.
[IpaxbT B Kancynute Sonata € OIBETEH C ThMHOCHHKO, 32 Ja C€ TPEAOTBPATA HECH3HATEIICH ITPHUEM.
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Kak e npoy4en Sonata?

Sonata e nmpoyuen B 00110 14 nmpoyuBanus, ooxsamiany mo4tu 3500 Bb3pacTHU MAIMEHTH U AIIUCHTH
B HaIlpeAHaNIa BB3pacT. [leT oT mpoydyBaHHATa ca CpaBHUTEIHH: Sonata € CpaBHSBaH ¢ 1uiaedo (Cismo
JICUCHIE) WU ChC 30JITUACPM WITH TPUa30iaM (IPpyTH JIEKapCTBa, U3IIOI3BaHU ITPH O0C3CHHIE).
OCHOBHUTE IPOYYBAHHS MPOIBIDKABAT JABE 10 YeTHPU ceamui. OCHOBHATa MIpKa 3a e()eKTUBHOCT €
BpeMeTo, HeoOX0IMMO 32 3acruBaHe. Hskon mopyyBaHHs pas3riiexkIaT ChIo BPEMETO, MPEKApaHo B
CBH, U CXEMHUTE Ha CHHS.

KakBu moJi3u ot Sonata ca yctTaHoBeHH B Ipoy4YBaHusiTa?

Bpemeto, HeoOX01uMO 3a 3aCIIBaHE, C€ HaMaJsIBa IIPH Bb3pacTHHTE, TpreMainn Sonata 10 mg, a (0
e(eKTUTE Ce MOIBPIKAT JI0 YETHPH CEIMUITH. b
[Ipu nanpeHTHTE B HATIpEIHANIA BB3pacT BPeMeTO, HE00XO0IMMO 32 3aclUBaHe, Ce HaMaJlsBa 4ec u
Sonata 5 mg u BuHaru npu Sonata 10 mg, koraTo ManueHTUTE ca CPaBHEHH ¢ TIIareto B Q
JIBYCEIMUYHHUTE MPOYYBAHUS.

Sonata 10 mg e nmo-eeKTHBEH OT MIaedo0 3a HaMaIsIBaHEe Ha BPEMETO, HE0OX0AMMO 3a3§§nBaHe u
yBeIIMYaBaHe Ha BPEMETO, IPEKapaHo B ChH Mpe3 IbpBaTa MOJOBHHA HA HOIITA.

Sonata 3ama3Ba ChIIO0 CXEMUTE HA ChH B MTPOYYBAHUATA, KOUTO U3MEPBAT BPEMETO, Qp@apano B
Pa3IMYHU CTa Il Ha CbHA.

Haii-gectute HeXXeIaHU peakIuu mpu Sonata (HabmrogaBadu npu 1 1o, a 100 manmenTn) ca
amHe3us (mpoOieMu ¢ maMeTTa), mapecTe3us (HeoOnIaiHu ycera 0 WTJIMYKH ), COMHOJICHITHS
(cpHIMBOCT) U AUCMeHopes (Ooe3HeHa MeHCTpyanus). 3a H’bJ‘IH ’bK Ha BCUYKH HaOJr01aBaHH
npu Sonata HeXKeJIaH! PEaKIUK — BHXKTE JINCTOBKATA.

Sonata e MPOTHBOIIOKA3€EH 32 XOpa, KOUTO Orxa MOTJIN J1a o%;n CBPBXUYYBCTBUTEIHOCT (aJIepruIHU
peaKkuu) KbM 3aJICTUIOH WIIH HSAKOS OT IPYTUTE ChCTAB %e TpsAOBa 1a ce mpujiara Ipy HanueHTH
ChC CEPHUO3HH YEPHOAPOOHH 300 IIBaHUS, CHHIPOM ]gaz\ﬁe;l ("1ecTo mpekbCcBaHE HA TUTITAHETO TI0
BpeMe Ha ChH), MHACTEHHS TpaBuc (3a00JIsIBaHe, H@gmmamo c1ab0CT HAa MYCKYJIUTE) WM CEPHO3HA
JUXaTeTHa HEJIOCTATHhYHOCT (AMXaTeITHU Hapy% ) WIM TIPY TAIIMEeHTH Ha BB3pacT moj 18 roauHu.

Kaksu ca puckoBete, cBbp3aHH cbc Sonata?
éT

OcHoBaHus 3a o100psiBaHe Ha Sonata? O

KoMuteTsT 10 nekapcTBeHUTE nponyx’sﬁwa xymanHa ynotpe6a (CHMP) pemaBa, ue momnsure ot
Sonata ca 1o-rojieMu 0T PUCKOBETE YeHUE Ha MAaLUEeHTH ¢ Oe3ChbHHUEe, KOUTO UMAaT TPYAHOCTHU ChC
3aCHHUBAHETO, KOI'aToO HapyLIeHH TO%‘T&»KKO, BOJIM /IO HEJICECIIOCOOHOCT WIIM TTOCTABS JINIETO B KpaeH
nuctpec. KomureTsT npenopk'és fa Sonata 1a Ob/e U3aEHO pa3peIEHne 3a YIoTpeda.

JlombJIHMTEIHA nﬂqmp@n 3a Sonata:

EBpomneiickaTa KOMUC JlaBa paspelieHue 3a ynorpeda, BaIMIHO B paMKuTe Ha EBporeiickus cbio3,
3a Sonata Ha 12 ma 99 r. PaspemieHuero 3a ynorpeda ¢ mogHoseHo Ha 12 mapt 2004 1. 1 Ha 12
Mmapt 2009 r. IT »KaTes Ha paspelieHneTo 3a ynorpeda e Meda AB.

ITIbnauST 1&& Ha EPAR otHOCHO Sonata MoxXxe /1a ce HaMepu myK.

{i&nocnemm akTyajausupane Ha texcra 03-2009.
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http://www.emea.europa.eu/humandocs/Humans/EPAR/sonata/sonata.htm



