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IIpovememe masu AUCNMOBKA GHUMAMENHO, npedu 0a 3anOYHeme 0a 63eMame moea 1eKapcmeo.
3anazeme mazu nucmosxa. Mooice 0a ce HanoxNCu 0Q A npoyememe OmHogo.

Axo umame owge 6bNPOCY, MOAR NONUMAtiMe AEKYBAWUA CU 1eKap ulu papmayesma.

Tosa nexapcmeo e npednucano nudno Ha Bac u ne mpabea oa 20 oasame Ha opyeu. To mooice O0a
uM Hagpeou, O0PU U QKO MEXHUME CUMPMOMU Ca Chuume xamo Bawiume.

. LSRN o e KAPCTBATA
Mirzaten~ 30 mg film-coated tablet / Mup3aren 30 ﬁlg GUAMBEPAHA TA0JICTKA —

Mirzaten® 45 me film-coated tablet / Mup3aren 45 mg puaMmu a TadJaeTrKa
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mirtazapine / MupTasanvH ———

dehpeno: az//ﬂ?\?rﬂ;f (')dp
Jexapcmeeno gewecmeo: mirtazapine (Mupmaszanun,). o
Homownu eewgecmea na Mupszamen 30 mg mabremxa: .duraxmosa MOHOXUOpam, yeayrnosda Ha
npax, HAMpueso KapbOKCUIMEMUNOB0 HUMWeCme, NPEeOSAPUMENHO HCEAAMURUSUPARO HUUECTE,
xonoudanen  6e3goden  cunuyued  OUOKCUD, MazHe3ues  cmeapam,  XUOPOKCUNPONU
Memunyenyaosa, oysemumen mumarnuee ouoxcuo (E171), uepseH dicenesen oxcuo (E172), soconm
acenesen oxcud (E172), mank, maxpozon 6000.
Homownu eewecmsa na Mupsamen 30 mg mabremxka: raxmosa MOHOXUOpam, Yeayiosa Ha
npax, HaMpUeeo KAPGOKCUIMEMUNOB0 HUMECHe, NPeOBAPUMENHO JHCEAAMUHUIUPAHO HUMECTME,
xonoudanen  6ezgoden  culuyues  OUOKCUO, MOZHE3Ue8  cmeapam,  XUOPOKCUNDONUR
Memunyenynosa, oyeemumen mumanuee Ouoxcud (E171), mank, Maxpozon 6000, ocoam
acenesen oxcuo (E172),.

Hme u adpec Ha npouzeo0umens U RPUMENCAmeNia Ha paspeuieHuemo 3a ynompeba
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, ClioBeHHA

1. KAKBO ITPEACTABJISIBA MUP3ATEH U 3A KAKBO CE H3I10.I3BA

CecTaBs
Besika bunMupana Tabnerka ceabpka 30 mg MepraszanuH (mirtazapine).

Besxa GuMupana TabneTka cuabpxa 45 mg Muprazamu (mirtazapine).

OnakoBka
30, 60 wnu 90 punmMupanu TabneTku ot 30 mg
30, 60 w1 90 punmupasd TabaeTKH OT 45 mg

Kaxpo npeacrasaaea Mupsaten?

Mup3aTeH € THProBCKO HaMMEHOBAaHHE Ha JIEKAPCTBOTO MHUPTa3alHH, KOETO NPHHANICXKH KbM
rpynara JIeKkapcrBa, HapedyeHW aHTHAeNnpecaHTH. MupTasanuH € 0-aHTAroHHCT C IEHTPAIHO
neiictBue. Toi moBMiIIaBa HOPAAPEHEPIHIHOTO H CEPOTOHHHEPTHYHOTO MIPEAABAHE.

3a kakBo ce Hanoa3ssa Mupsaren?
MupsareH € JeKapCTBO 3a JISYeHHE Ha NETPCCHBHE HAPYIICHHS.

2. MPEJHU JA B3EMETE MUP3ATEH

Veedomeme AeKYSaWUs CU NeKap, aKO UMAMe MHSKAKEO XDOHUMHO 3abonasane, obMenHO
HapYUeHUe, aKko cme CEPbXUYBCIMEUMENHY UL aKo e3emame Opy2u 1eKapcmed.

Koii e TpabdBa xa Bzema Mup3aten - B
He Tps6Ba fa B3eMare TOBA JICKAPCTBO, aKO CTe CBPBXUYBCTBHUTENHH KBM. MHPTa3aliH HIH
HAKOA OT JPYIUTE CHCTABKH Ha TOBA JICKAPCTBO. o R
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14 Hudopmanus 3a nauyueHTa

IIpeamazHu MEPKH H NpeaynpeKieHHS
[Ipesmu fa 3anoyHeTE Ja ynotpebsisate Mup3aTeH, KakeTe Ha JEKYBAlHs CH JICKAP, ako UMAare:

HOHSKOra eMMISITHYHH IIPHCTHIN HIH aKO HAKOTa CTE HMAIH,

yepHOApOoOHO 3abos1sBale, HANp. KBJITCHHLA,

6B0peuno 3abonaBaHe,

CBpAEYHO 3a00ngBaHe,

HHCKO apTepHaIHO HAJBraHe,

[ICHXMYHH 3a60NABANMS, KaTO IK30()PEHH H MAHHHHO-IETIPECUBHO 3200 BaHE,

maoer,

TECHOBI'BJIHA [IAYKOMA HJIH TIOBHILIECHO BETPEOTHO HANArate,

1aTpyAHEHHE NPy YPHHUPAHE [I0PaH YBENHYCHA IPOCTATA.

KaxxeTe Ha JIeKyBalus cH jieKap, ako HAKOra CTe OWIH IEKyBaHU 338 TOPHUTE 3200JIIBaHUA.

B penxu cinydan Mup3aTeH MOXE Ja Ipei3BAKA HaMaJleHHe Ha Opos Ha OeMTe KPBHBHH KJIETKH
(I1eBKOLHTH), KOETO BONH [0 Mo-Cnaba Pe3HCTEHTHOCT KbM HH(EKIWMH. AKO 3abenexure
MpU3HALM KaTC TOBHIUCHA TEJeCHa TemIeparypa, OONKH B I'bpIOTO, BB3IIAJICHA JIHIABHNA Ha
yCTaTa, MO-TEXKH CTOMAIIHO-UYPEBHH MpoOIeMH HIIH HAKOM APYTH NPH3HAIM Ha BB3IAICHUC,
He3aGaBHO HHGOPMUpaiiTe TeKyBAIIUs CH JIeKap. Te3u NpH3HAlE Ce MOABABAT HAH-9eCTO ClIE/ 4
10 6 ceIMHIIHA HA JiedcHHe 1 OOMKHOBECHO H34E3BaT CJICA IIPEYCTAHOBABAHE HA JICUCHHETO.
Vnompeba npu deya u nodpacmeawy hoo 18 2oouny

Mup3sares He Ou Tps1OBaio Aa ce M3MOI3Ba 32 JICUCHUE Ha Jela 1 TOApacTBallH 110/ 18 roguuna
BE3pacT. 1pa0Ba ja ce 3HAE CBOIO, Y€ NPH INalWECHTH, HCHABBPIIHIIH 18 roguHH € yBEJIHYECH
pHCKa OT HEeXelaHW peaKkuHy, Karo ONMT 32 CaMoyOHHCTBO, caMOyOHICTBEHH MHCIH H
ppaxaeOHocT (IpeauMHO arpecHs, IIPOTHBOIIOCTABIHE H rHsaB), OpH ymnorpedara Ha TOBa
JIEKapcTBO. BBIpekH ToBa, Bamust Jiekap Moxe jfa npeandie MHP3aTeH Ha MANMEHTH MO 18
rom., ako pellyd, uye TOBAa € B TEXCH HHTepeC. AKO JiekapiT Bu € mpeanucan Mup3zaTeH Ha
naumert mox 18 romun® u Bue mckare ma of6chauTe TOBa, OOBPHETE CE€ OTHOBO KBM Bammud
nekap. Tps6Ba fa MHbOpPMEpATE JIEKapd CH B ¢ydai, 4e HAKOH OT rOpPEONCaHHTe CHMIITOMUTO
Ce pa3BHE WJIM BJIOIIM MO BpEME Ha MpHeMaHe Ha MHp3aTeH OT MALHMCHTH, HCHABBPLIMIHN 18
ronuay. OcBeH TOBa IBITOCPOUYHHTE e(peKTH 3a Ge3omacHOCT Ha MHp3aTeH, OTHOCHO pacTexa,
IOJIOBOTO CH3PSBAHE M MO3HABATECIHOTO M MOBEJEHYSCKO pa3BUTHE NPH Ta3H Bb3pacToBa IPylid
ca BCE OINE HeIOKa3aHH.

Mucan 3a camoyOmiicTB0 H BJomaBaHe Ha Bamara A¢npecHA WIH TPEBOXKHO
Pa3CTPOHCTBO.

AKO cre AeNpeCHPAHH M/HJIM MMAaTe TPEBOKHO PA3CTPOHCTBO MOHIKOra MOKe 1a HMAaTe
MUCJIH 32 caMOHApaHABaHe HiaH camoyOuicTBo. Te3n Mucian MOXKE 1a €€ 3aCH/IAT, KOraro
3a MBPBH NHT NPHEMATE AHTHACHPECAHTH, Thbil KATO NPH BCHYKH TE3H JICKApPCTBa ¢
HeoGX0MMMO BpeMe, 3a A3 3AIO0YMHAT Aa JeHCTBAT - OOHKHOBEHO OKOJIO ABE CCAMHIM, HO
MOHAKOTA M HO-AbJTO,

Bue Mmoxke Aa 6baere Mo-npeapasnojaokeHH 1a MHC/IHTE 10 TO3H HAYHH:

- AKO ¥ IIpeaH cTe€ HMAJH MHCJIH 32 CAMOYOHHCTBO HIH CAMOHAPAHSIBAHE.

- AKo cTre Miaax 4oBeK. JaHHH 0T KJHHHYHH NPOY4YBAaHHA NOKA3BAT NOBHINCH PHCK 0T
noBegeHne, CBBP3AH0 ¢he CaMOyOUItcTBO NpH Miaagd xopa (moa 23 roJHH) ¢ NCHXHIHH
3200IIBAHUA, KOMTO €3 JJEKYBAaHH ¢ AHTHJENPECAHT.

AKO N0 KOeTO M jJa ¢ BpemMe y Bac c¢¢ nosiBaT MHCOIH 32 CaMOHapAHABAHC WJIH
caMoyGHiicTBO, cCBLpKeTe ce ¢ Bamus nexap niu He3adaBHO OTHAETE B Oonnuna. Moxe na
NMpEeUecHHATEe, Y€ € IOJe3HO JA CIoAe/uTe ¢ POJHHHA M GAM3BK NpHATEN, Ye CTe
NempecMpaHd HJIM HMaTe TPEBOXKHO PA3CTPOHCTBO H Ja TH IOMOJINTE 3 HPOYETAT Ta3H
ancToBKa. MoKeTe 1a ri MOMOIMTE A2 BH Kaxat, axo MUCaaT, e Bamarta nenpecns niim
TPEBOKHOCT €€ BJIOLIABAT MJIH ca 00€310K0eHH OT IPOMEHH B nosexennero Bi.
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Ynorpeba Ha Mup3aTeH ¢ XpaHa H HANTHTKH
He nuifTe ankoxon No BpeMe Ha nedeHwe ¢ Mmupsare, 3al0TO JIEKapCTBOTO 34CHIIBA
NeTpeCHBHATA aKTHBHOCT Ha ATKOX0J1a BbPXy LECHTpallHaTa HEPBHA CHCTCMA.

BpeMeHHOCT

Hocveemaaiime ce ¢ JeKyeauus cu Aexdp wiu gapmayesma, npeou 0a 63ememe HAKAKEO
NeKapcmeo.

KaxxeTe Ha NEKYBALUs CH JIEKap, ako cTe OPEeMEHHA MM XKENaeTe Jia 3a0peMeHEeTe. AKO CTE
GpeMeHHa, He B3eMalite Mup3aTeH, OCBEH aKO He CTe r'o 00CHANIH C NEKYBAIHA CH JIEKap.

K»pmMene

Hocveemsaiime ce ¢ ReKyeAWUs cu Ae€Kkap uiu gapmayesma, npedu 0a e3eMeme HAKAKEO
Aexapcmaso.

He B3eMaiiTe Mup3areH o BpeEMe Ha KbpMEHE.

EdexTn BLpXy ¢cnioco0HOCTTA 32 miogupaHe H padoTa ¢ MAMIHHK

Mup3aTeH MOXeE 2 YBpeIy KOHLIEHTpAIMATa H OMHUTEIHOCTTA. [Topaxu TOBa HE Ce MpenoOpPbHIBA
NamueHTHTe Ja IoPHpaT MOTOPHH ITPEBO3HH CPEACTRA HIH [a padOTAT ¢ MalllkHH. JlexyBaiusT
BH JieKap Ine MpeleHH CcrnocoOHOCTTa BH Ad miopHpate, KaTo B3eME NPEABHI CTCIICHTA Ha
OCHOBHOTO 3a60/IBaHe, OTTOBOPA BY KBM JICICHHETO H BE3MOXKHHTE HEXENAHN eEKTH,

Kaxpn Apyra JieKapeTrBa MOXKe Ja B3aHMOAEHCTBAT ¢ Mupsaren”?

Kaoiceme ua nexysawus cu aexap unu apmayesmad, ako €3emame ulu HACKOPO cme E3eManu
HAKAKGU OpY2U 1exapemea, 00pU maxueq, koumo Ke ca Bu npeonucaru om aexap.

He tpabsa na e3zemaTe Mup3aTcH €IHOBPEMEHHO ¢ AHXHOUTOpPH HAa MOHOAMHHO OKCHIAa3aTa
(MAO) 1 mo 2 cemMuuM crieR nedenuero ¢ MAQ uaxuOUTOpH. VBegoMeTe JeKYyBalllisi CH
leKap, ako B3eMare GEeH30IHaselHHH, 3a0Te €JHOBPEMEHHOTO MPHIIOKCHUE HA Mup3zareH ¢
GeH30HA3CIMHY 3aCH/IBa CEIATHBHUS UM e(eKT.

3. KAK JIA CE YIIOTPEBSIBA MUP3ATEH

J{03MPOBKa H HAYHH HA IIPUI0KCHAE
Cmpuxkmuo cnazéatime yxasawusma na nexapa. He mpabea 0a npomename oozume unu 0a
npexwvceame nexeruemo, 6e3 npedu moed 0a ce KOHcyamupame ¢ J1EKy8AUUA c 1€KAp.
Haii-1o6pusAT HauMH Ja MPHEMATE JIEKApCTBOTO € BEAHBK JAHEBHO, 2 9aca IPEeaH JATaHe. Bue
MOXe J1a B3eMaTe MHUp3aTeH H B HAKOJIKO PAaBHH JHEBHH JO3H (€HA 1034 CYTPHH H €/HA BEUEp),
aKo JIEKYBAIIMAT BH JieKap oNpeeiH TaKaBa CXxeMa Ha JO3UPaHE.

[IperabTHETE TAOIETKHTE C MAIKO TEYHOCT, O€3 1a rd ABBYCTE.

O6uaiinaTa HauaTHa Ao3a ¢ 15 mg (1/2 tabnetka oT 30 mg) MHUPTA3aldl BEAHEK JHEBHO. Axo
TeyeHHeTo € HeedeKTHBHO, JIEKapAT MOXe I[OCTENEHHO na YBCIWYH [JHEBHATa Ao3a J0
IONyYaBaHe HA ONTHMANEH KIHHHYEH OTrOBOp. MHOro BaXHO 32 YCHEIHOTO JICUCHUC € Jd
pleMaTe TaONEeTKHTE PEIOBHO BCEKH JeH B JI03aTa, IPeANHcana OT Jekaps. Cnen 2 — 4 ceaMAnH
NEKyBalMAT BH JIEKap II€ DPENEeHH €()EKTHBHOCTTA OT JICYCHUCTO. AKO HE Ce YyBCTBATC NO-
nobpe, JNEKapaT Lie YBeMH4H J03ara Ha MHpTasanuH. (Cien 2 — 4 cegMUITH BALMAT JICKYBall
JleKap OTHORO Ie OLEHH e(eKTHBHOCTTA Ha JICYCHHETO. LT

PeimeHHETO 3a IPEKHCBAHE HA JICIEHHETO TpAOBa J1a ce B3eME OT BallllA nekap.

AXo umMame $yecmeomo, ue eexmum Ha ieKapemeomo € mevpoe Cuner uiu mespde caab,
2080peme ¢ 1eKy8aujus Cu 1eKap uiu papmayeema. Ly

AKo B3emeTe nopede Mup3aTeH, 0TKOJKOTO TPsa0Ba
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Axo cme e3eru cepwvxdo3a, KOHCYAmupaime ce He3a0dsHo C AeKysawus Cu JeKap U
¢papmayeema.

Axo 3alipaBuTe 1a B3emere Mup3aTeH
He gzematime 08otina 003a, 3a 0a komneHcupame 3abpagenama.
[TpoasmkeTe ¢ OOnyaiigaTa cxema Ha JO3HpaHe.

Pucxope OT cIHpaHe Ha JieueHHETO ¢ Mup3aTeH
BrezanHoTO npeycTaHOBABAHE Ha JICYEHHUETO C TOBa JCKApCTBO MOXE 1a IPENH3BHKA Taichc,

riapobonue 1 00110 HEpa3onoKeHHE.

4. Bb3MOXXHH HEKEJIAHU PEAKIINH
KakTo BCHUKH JIEKapCTBa, MUpP3aTeH MOJXKE CBHLIO Ja HMa HCXKEIaHH peaKIlHi.
UecTu He)XEIaHH PeakiHH II0 BpeMe Ha JiedeHue ¢ Mup3sareH ca:
- [IOBUIIEH AlleTHT W HAJJABaHE Ha TEro,
-  3aMadBaHe W/HWIH CHHIIMBOCT, KOUTO OOMKHOBEHO C€ MOSBABAT NPE3 MBPBUTE CCAMHIM Ha
JIeYCHUHE.
Penxure HEKECIAHK PEaKIUK BKIIOYBAT:
- HaMaJIEHO apTEPHAJHO HAIMCaHE,
-  MaHwui,
- eNUJENTHYHH NPHCTHIE, TPEllepeHe, MYCKYIIHH CHa3My,
- noAyBaHe HA KpakaTa Nmopagd 3aIpbXkKa Ha TEYHOCTH B OpraHusMa (OTOK) H
CHIBTCTBAIIQ YBEIHUYEHHE HA TETTIOTO,
- pamMalieHHe Ha 6post Ha GesTe KPBBHH KJIESTKH (JIEBKOILUTH) ¢ IOCIENBAINO HAMANICHHE
HAa UMYHHHMS OTIOBOpP KbM HHQeKuH (ako 3a0elieXKUTE MNPH3HANA Kare MOBHINICHA
TefleCHAa TeMIleparypa, OOJIKH B I'BPIIOTO, BH3IMAJICHA JIATraBulla Ha yCTaTd, NO-TCXKKH
CTOMAIIHO-YPEBHH [po6JIeMH FUIH HAKOM APYTH NPH3HAIH Ha Bh3NaleHHe, He3abaBHO
uHbOpMHUpaliTe TeKyBaIUd CH JIEKap),
- IOBWINEHU CTOMHOCTH HA CEPYMHHTE TpAaHCAMHHA3H,
-  KOYKHHU OOpHBMU.
Axo 3abenesicume HAKOU HENCEAGHU Peaxyuu, 0opu u daKo me He ¢a CNOMeHamu € masi
AUCMOBKA, MONA UHPOpMUpaLime NeKYBAuUs CU 1eKap unu gapmayeema.

S. CHXPAHEHHUE HA MUP3ATEH

JlaTa Ha H3THYAHE HA CPOKAa HA TOAHOCT

He wusnonzeaiime cied Oamama HQ u3mMuyaue Ha CPOKA HQA 200HOCH, OMOEAs3GHA 6bpXy
Onaxograma.

YcnopHa Ha ChXpaHeHHe

Jla ce cexpanssa 10 25°C.

Ta ce nazu H@a MACMO, HEOOCITBHHO 34 OeYyd.

Huadopmauus 3a npegnucsane
Camo no n1eKapcKko npeonucanue.
Pepakrupana

18.03.2008 .




