 W3NBLAHWTENHA AFEHLUR 110 NEKAPCTBATA
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Hynoaer 30 mg TBLPAN CTOMRINHO-YCTOfuYAY Kancyn
,I[ynmerﬁﬂ mg TRbpPAH cToMAaill * WY ernai e

+ gt ol
p .

JlynokceTHH (KaTo XHAPOXIOPHA)

Dulodet 30 mg gastro-resistant hard capsules
Dulodet 60 mg gastro-resistant hard capsules

Duloxetine (as hydrochloride)

[IpoyeTeTe BHKMATENHO LAJ1ATA JUCTOBKA f1penu Ja 3aM0YHETE 1A NPHEeMAaTe TOBA JIEKAPCTBO,
Thil KATO TH CBHAbPXKA BakHA 3a Bac nudopmanus.

— 3anazeTre Ta3u NMCTOBKA. MOXKe a C€ HaNl0XKu [1a 1 NPOYETETE OTHOBO,

—  AKO MMaTe HAKAKBH JONDBJHUTENHHU BBIPOCH, NonuTaiTe Bawns nekap uiv gapmalesT.

-------

— Topa sekapcTBO € nNpeanycaHo AuvHo Ha Bac. He ro npeotcThnBaitte Ha Apyry xopa. To moxe

4a UM HaBPECAH, HE3ABUCUMO HE IMPU3HALUNWTE HE TAXHOTO 3abonsBaHe ca cbhlMTE KaTo Bawwure.

—  AKO NOAYyYMTE HAKAKBY HEXe/IaHU JIEKapCTBEHHW peakunH, ysegomMere Balnvs nexap nau
tapmalieBT. TOBa BKIKOUBA U BCUYKH Bb3MOXKHH HEXENaHU PeakLUMH, HEOITHCAHH B Ta3H

nucrorka. Buxre touka 4.

KakBo cpabpKa Ta3lx JINCTOBKA!

Kakso npeacrasnssa Hysno4eT U 32 KaKBO Ce U3MNON3BA
Kakpo TpsGea na 3raere, npeau aa npuemMere Hdysoaer

Kak na npremare Jlynoaner

B1b3MOXHU HEXENAHU peaKkUUH

Kak na chbxpaHaBaTe Jlynonet

CbabpxaHve Ha OIAKOBKATa U A0OMbAHHTEIHA HHDOPMALIHS

1. Kakso npeacraBiasiBa [ynoaer u 3a Kakso ce H3N0J13Ba

JIynoner ¢hbpia aKTUBHOTO BELLECTBO AYJOKCETUH, JlyJI04€T NoBMilaBa HUBATA HA CEPOTOHHH M
HOpaJApPEHAJIMH B HEPBHATA CUCTEMA.

ﬂyﬂDHET CC HU3NON3Ba INPpHU Bb3PaCcTHH 3a JICUCHHUE HA!

¢ Aenpecus
. reHepaTu3npaHo TPEBOKHO Pa3CTPOUCTBO {XPOHUUYHO YYBCTBO 338 TPEBOXKHOCT MIIA HEPBHOCT)
o nunadeTHa HeBponaTHa 6oska (YeCcTO ONMCBaHa KaTo napeHe, 004eXH, CMbAEHE, CTPENKAHE UITH

0onka, unu e nogodbHa Ha enekTpUYecKH WOK. Moxke na ma 1rMnca Ha YyBCTBUTENTHOCT B
zacerHaTta obnacT Wiy ycelmaHus KaTo JONMp, TOIUIMHA, CTYA WK HafiraHe MOraT aa
npean3Buxkar bonka)

[Tpy noeeueTo XOpa ¢ AEMPECHS MIIK TPEBOXKHOCT [lynoaer 3anoupa aa aeicrsa B paMKHMTE Ha /1BE

CCIAMMUNU OT HaYaJiOTO Ha JIEHEHHETO, HO MOXKE Aa U3MHHAT 2-4 CEAMHULIM MNPEAH Ad CC NMOHYBCTBATE NO-

nobpe. Kaxxere Ha Bawuug nekap, ako He 3ano4HeTe ga ce 4yBCTBaTe o-a00pe ciaed TO3u NepHoa.

NpeoTBpaTH Bb3BpblllaHe Ha Baluara aenpecus nau TpeBOKHOCT.

an NMOoBEYETO XOpa C nnabetHa HCBPOIlaTHA bonKa J1eYEHUETO MOIKE 1a OTHE




npeau aa ce novyBcTaar no-godpe. Kaxere Ha Baluus nexap, ako He ce YyBcTBaTe no-aodpe cnen 2
Meceua.

2. Kakso TpabBa 1a 3uaere, nipeau na npuemere Jynoaer

He npuremaiite dynoaer:

- aKO CTe aJIeprUuHH KbM AYJOKCETHH UIIH KbM HIKOA OT OCTAHANWUTE CHCTABKK Ha TORA JIEKapCTBO
(u3bpoeHy B TOUKa 6)

- ako uMmare 4yepHoapobHo 3abonaBaHe

- aKo umarte Texxo 6u0peuHo 3adbonasaHe

- aKO NpHeMaTe WIM npe3 nocieaHuTe 14 JHKU CTE NpyemManu apyro JICKapcTBO, HAPEUEHO
MOHOAMMHOOKCHAa3eH HHxHouTop (MAQO nuxubutop) (Buxre ,,Jpyru siexkapersa u lynoner™)

- ako npuvemaTe BIyBOKCAMMH, KONTO 0OMKHOBEHO Ce W3NOI3Ba 34 JIEYEHHE HA QETpecus,
LUNPOMIOKCALMH UK €HOKCALIMH, KOUTO C€ W3MOI3BaT 3a JIEYEHHE HA HAKOH MH(EKUHXH

- aKo npueMaTe ApYry JieKapcTsa, ChAbpXKalliM AynokceTuH (Buxte ,,Apyry nexapcrsa u ynoaet™).

'oBopeTe ¢ Baluus nekap, ako MMaTe BUCOKO KPBLBHO HallAraHe WM CbhpaeuHo 3abonasaHe. Bawnsart
nekap we Bu kaxe nanu tpabea na npuemare ynozer.

HpeaynpexaeHus 4 NpeAnalHu MepKH

[To-gony ca nocoueHu ApUUKHKTE, nopaad KouTo Jlynoaet moxe na 6bae Henojaxoasw 3a Bac.

KoHcynTupaitTe ce ¢ Bawna nexap npeaun npuema Ha Jdynoner, axko:

- MpUeMare JIeKapcTBa 3a eueHue Ha aenpecus (Buwxre ,, Jpyru nekapcrsa v ynoaet™)

- npremaTe GUIKOBO AedeHHe C BT KaHTapuoH (Hypericum perforatum)

- umate 666peuHo 3abonsapaHe

-~ CT€ UMaJIM MbPUYOBE (NPUNAABLM)

- CTE€ UMANH MaHUS

- cTpazarte OT OMINOAAPHO pa3CTPOUCTBO

- umaTe npobfieMH ¢ oUuTe, KATO ONpPEAENeHH BUAOBE IN1ayKoMa (NOBULUEHO HaNAraHe 8 OUUTE)

- MMAaTe aHaMHe3a 33 HapyllleHHs, CBbP3aHH ¢ KbpPBEHE (CKNOHHOCT KbM 0DpaszyBaHe Ha CHHUHU),
ocobeHo ako cTe OpeMmeHHa (BUXKTe ., bpeMeHHOCT U KbPMEHE™)

- CTe U3JI0XMEHH HA PHCK OT HUCKHU HUBA HA HATpHI (HanpuMep, ako npuemMarte JHypeTULIH, 0CODEHO ako

CTE€ B CTAPYECKA Bb3PacT)
- TOHACTOAILEM C€ JIeKyBaTe C APYro NEKapcTBO, KOETO MOXKE Aa MPUUMHH YBpEXaaHe Ha YepHua apod

- npuemarte OynpeHopdHH, Tpamaaon u NeTUAMH. Ynotpebarta Ha Te3n aekapcTsa 3aenHo ¢ Jynoaer
MOJXKE J1a AOBEAE A0 CEPOTOHHHOB CHHAPOM, MOTEHUHATHO >XMBOTO3acTPAaLABALIO ChCTOAHUE (BUXKTE

A pyru nekapctea ¥ dynoger™);
- MpUeMaTe APYry JIEKapcTea, CbAbPXKALUHK AYJTOKCETHH (BHKTE . JIpyru nekapersa n lynoner™).

Jdynoper moxe 4a noBeje A0 yceilaHe 3a 6€3MOKOACTBO MK HECMOCODOHOCT 3a HEMOABUMKHO CEAEHE Ui
ctoeHe. B Taksa cnyuait Tpabsa na kaxere Ha Bawns nekap.

Tpsbra cbilo Aa ce cabpxeTe ¢ Bawuya nekap:

AKO M3NUTBATE NPU3HALM U CUMNTOMHM Ha De3NoKOHCTBO, XaOUMHALMY, 3aryba Ha KOOpAHHALNA,
YCKOPEH CbpA€YEH PUTHM, MOBULIEHA TEIECHA TEMIEpaTypa, Obp3u NPOMEHHU B KDbBHOTO HaJIAraHe,
CBPbXaKTUBHH PeQEKCH, AMAPUS, KOME, raigHE, NOBPbLlAaKE, Th KaTO MOXE 1a CTRARF
CEPOTOHMHOB CHHAPOM. ‘&g\w

To

B Hap-TexxkaTa ¢ GopMa CEPOTOHUHOBUAT CUHAPOM MOXKE Aa Hanoaobssa 304 %
HesponentudeH cuuapom (3HC). [MpuznaumnTte v cumnromute Ha 3HC morar 4§ &



OT TPECKa, YCKOPEH ChpAeUeH PHTbM, U3MOTABAHE, CHITHA MYCKYJIHA CKOBAHOCT, O0bPKBAHE, NOBHLLEHY
MYCKYJIHH €H3UMH (OMpeaeneHH Hpe3 KPbBEH TECT).

JlexapcTsa kato dynoaer (t.Hap. SSRIs/SNRIs) morar na npyuHHAT CUMIITOMH HA CEKCyanHa
auchyHKUMs (B, ToHKa 4). B HAKOM Ciy4au T€3n CUMITTOMH NPOAB/IXKABAT Cliell CIIHPaAHE Ha

JNTEHCHUETO.

Mucnu 3a camoybuiicmeo u eaowasane Ha Bawama oenpecun uiu mpesoicHo paicmpoucmeo

AKO CTe JelpecUpani W/ UK UMAaTe TPEBOXKHO pa3sCTPONCTBO, MOHAKOra MOMXE 1a UMATE MUCIIH 32

camMOHapaHABaHe WK caMoyOuitcTBO. Te3n MUCIK MOXKe 1d 3a4eCTAT, KOraTo 3a NPLB MbLT 3aro4uBare

JleyeHHe C aHTHALIIPECAHTH, Thid KaTO 3a NMOCTUIAaHETO Ha EQEKT NPHU BCUYKH TE3H JIEKAPCTBAE €

HeoOX0AHMO BpeMe — OOMKHOBEHO OKOJIO IBE CEAMULM, a NTOHAKOTra - W NO-ABJITO.

[lo-BepOsSTHO € N2 MUCITMTE NO TO3H HAUUH, aKO:

- MpeAy TOBA CTE€ UMAIH MHUCIIH 33 CaMOYDHUHCTBO WM CaMOHapaHABaHe

- ¢Te MNlaj Bb3pacTeH naunedT. Mudopmauuata o1 KIMHHYHK NPOYUYBAHUA COUYM MOBHLLIEH PUCK 34
noBeJeHUe, CBbP3aHO ChC CamMOyOUICTBO, NMPH BB3PACTHU NOA 25 MOJAUHH C [TCHXHUYHM ChCTOAHMA,
NeKyBaHW C aHTUACNIPECAHT.

AKO MMATE MHCJIH 32 CAMOHApaAHABAHE WM caMOYOUHCTBO N0 KOETO # 1A € Bpeme, CBbPKETE e ¢
Bamun Jexap uau HezabaBHo oTHaeTe B DoN1HMNA.

Moske n1a Bu e oT nosnza na paskaxete Ha CBOK POOHMHA KK DIIM3BK NPHUATEN, Ye CTe AenpecyupaHy HilY
UMATE TPEBOXKHO PA3CTPOUCTRO U 1a IO MOMOJIMTE AA NPOYETaT Ta3u aucToska. Moxere aa ro
noMonuTe aa Bu kaxe, ako cMsTa, ue Baluara aenpecus Hiiv TPEBOXKHOCT CE BAOLUABAT UK KO €
00e3MOKOEH OT NPOMEHHUTE B MOBEAEHHETO BH.

Jdeua HaH 0RoWAH noja 18-roanmna su3pacT

O6ukHoBeHo Jlynonet He Tpabea aa ce ynorpebasa npu aena U ioHowy noa | 8-roantuHa Bb3pacT.
Cbuio Taka, Tpabsa na Bu e M3BecTHO, Y€ NPH NauMeHTUTE NOA 18 roaAWHK “UMa MOBULLEH PUCK OT
HexeNaHKW eMeKTH, KATO ONMTYU W MMCAH 3a camoyOUHCTRO ¥ BpaxkAeOHOCT {peAMMHO arpecus,
IPOTKHBOINOCTABAHE U THAB), KOraTo ynoTpedaBaT ieKapeTsa OT TO3K kjiac. HezaBucumMo oT ToBa,
Bawuust nexap moxe na npeanuvwe Jynoner Ha nauveHTy noa 18 roAMHH, aKo NPEeLEHN, He TOBd € B
TexeH UHTepec. Ako Bawuuat nexap npeanuwe lynoaer Ha nauneHT rnoa 18 roaMHu v UCKaTe a4

oGcbauTe TOBA, OOBPHETE ce KbM Jlekapsa cu. Tpabsa ga MHDOpMUpaTE Jlekaps, aKO HAKOU OT
CUMIITOMMTE, NMOCOUYEHH TO-TOPE, ¢ NPOABSAT UIIK BNOLUIAT, KOraTo NauMeHT rnol 18 roaMHu npreMa

Jynonet. OcBed TOBa, AbJArocpouHara 6e30MacHOCT MO OTHOLLEHKE Ha edexTuTe Ha dynoaer Bbpxy
pacTexxa, Chb3pABaHETO, KOFrHUTHBHOTO Y NNOBEAEHYECKO pa3BMTHE B Ta3W Bb3PACTOBa rpyna BCe OLUE HeE €

YCT2HOBEHaA.

Apyru nekapcrsa H dynaoger
Uudopmupaitte Bawus nekap ninu dapmaueBT, aKo NpUeMaTe, HaCKOPO CTE MPUEMANH UIIH € Bb3IMOXKHO

Jla IpueMare ApYyrH JICKapCTBa, BKAOYHTEIHO U TAKKWBA, OTIYCKaHu Oe3 peuenTa.,

OcHoBHaTa cbCcTaBka Ha Jynoaer, AyNOKCETHH, C€ H3MNO03Ba B APYTH IEKApCTBA 3a APYTY ChCTORHHUA!
e auaberHa HeBponaTHa OOJKa, AeNpecHs, TPEBOMHOCT M HE3aAbPXKaHE Ha ypUHa

HM3non3saHeTo Ha NoBeuye OT €HO OT TE3M JIEKApCTBa, N0 €AHO U CLLUIO Bpeme, Tpabra na ce u3bsraa.
KoucyntupaitTe ce ¢ Balua nekap 1anu Beue NpueMare Apyry JeKapeTBa, ChA'bPrKalily, Sy-m

BauipaT nekap (e peilin Jany MOXETe Aa rnpuemMare Jlynoner ¢ Apyru nexapcTBsg
He cIupaliTe NpHemMa HA KAKBHTO M J1a 6110 lekapcTBa, BRIIOMHTETHO H HE
MU PACTHTEJHM JIEKAPCTRERN NPOIYKTH, NIpeAn Aa ce nocbBeTBaTe ¢ Ba



Tpa6sa chlo g2 yBeaoMuTe Bawius nexap, ako npueMaTe HAKOe OT CEAHHUTE:

Monoamunooxcuoaznu unxubumopu (MAQ unxubumopu): ve Tpabpa na npueMare JlyJa04eT, ako
npveMaTe WK HaCKopo cTe npuemant (npes nocneanure 14 1HW) ApYro aHTUAENPECaHTHO JIEKapCTBO,
HapUUYaHO MOHOaAMUHOOKcHAa3eH HHXUOUTOP (MAQO urxubutop). Ipumepu 32 MAO nHxnbnTopm ca
moknobemuz (aHTuaenpecanT) 1 auHesonun (autubuortuk). [IpuemsT Ha MAQO UHXHOWTOPH € MHOTO
neKapeTBa, OTMYCKaHK 1O JIEKapcKo npeanydcaHune, pnountento dynoaer, Moxe na AoBejie 10
CEPHO3HH HIIM JOPH XKHBOTO3aCTpalliaBallK HexenaHy peakumd. Tpadsa 1a u3zuakarte noHe 14 gHu, ciell
KaTo cTe crnpenu nprema Ha MAQO unxuburopu, npean na moxere aa npremare Jlynonet. Cbiio Taka €
HeoDXOAMMO A2 M3uaKaTe foHe 5 JHM, cnel KaTo chpeTe npyuema Ha lynoaer, npeay na npremere MAO

UHXHOHTOPH.

Jexapcmea, Koumo npeouzsuKeam CoHAUBOCHT: KbM TAX CNANAT JEKAPCTBA, Npesnucany ot Baiuuns
neKap, BKIIOYUTERHO BeH3oanasentHy, cutHu obe3bonasalum, aHTUIICUXOTHLY, dedobapbutan U
AHTHXHCTAMUHH,

Hexapcmea, noguiiasau(u HUEOMO HA CEPOMONUHA: TPUNTAHHU, TPUNTODAH, CENIEKTUBHU MHXUOUTOPH
Ha OOpaTHOTO 3axBallaHe Ha CepOTOHMHA (KaTO MapoKCETUH U (PAYOKCETHH), HHXHOMTOPH Ha 0OpaTHOTO
3axXBalllaHe Ha CCPOTOHMH/HOpaaApeHantH (KaTo BeHIAPaKCHH), TPHLUMKIMYHY aHTUAETNPECAHTH (KaTo
KIOMUINIPAMHH, aMUTPUNITUIUH), 3BT KaHTaprioH U MAQO urxuburopu (xaTo MoknodeMul 1
JIMHE30aMA) ¥ OynpeHopduH, TpaMaaosa ¥ neTUHanRy). Te3n nekapcTsa NOBULLIABAT PUCKE OT HEXENAHH
peaKLyH; aK0 MOJYUYHTE HIAKAKBY HEOOMUAHHU CHMITTOMM NpPH €1HOBPEMEHHOTO NPHEMaHE Ha Te3M
nekapcTea ¢ dynoger, Tpadea aa ce koHcynTupare ¢ Bawmsa nexap.

ITepopainu anmukoazyaanmu wau anmuazpezaumau: Jlekapcrsa, KOMTO pa3pexaaT KpbBTa WK
npeyaT Ha KpbBTa [1a C€ ChCHpBa. Te3u JeKkapcTaa MOraT 1a MOBMLLAT PHCKA OT KbpBEHE.

HAyjaoaer ¢ XxpaHa, HAMHTKH H 2JKO0X0JI
Jlynoner Mmoxe aa ce npuema cbe MK 6e3 xpaHa. HeoOX0AMMO € MOBUILEHO BHUMAHHE, aKO NpUeMaTe

ANTKOXO0J1, JOKATO CTE Ha JiedueHue ¢ ynoaeT.

bpeMEeHHOCT H KbpMeHe
AKO cTe OpeMeHHa UM KbPMUTE, CMATATE, Ue MOXE Aa cTe OpeMeHHa WK fuianMpaTe OpeMEHHOCT,

nochBeTBaiTe ce ¢ Bawuna nexap unu papMauesT npeam ynorpebarta Ha TOBa NEKapCTBO.

e VYpeenomere Baluus nekap, ako 3a0peMeHeEeTe WilK ako niaHupare 3adpeMeHsBaHe, 10KATO
npuemate Qynonet. Manonssaiite Jynoner camo ciiea obcbikaaHe ¢ Bawunsg nexap Ha
NOTEHLMANHUTE NON3K W BCUUKH BB3MOXHH PHCKOBE 32 HEPOAEHOTO AETE.

o  VYsepete ce, ue BaluaTa akyuiepka v/Mnu nexap 3HaLT, e noayyasate Jdynoaer. Korato noaobnu
nexkapctea (SSRIs) ce npuemar no speme Ha OPEMEHHOCT, MOXKE 12 C€ NOBUILMU PUCKDBT OT CEPUOZHO
cheTOAHME Npy bebeTarta, HapeueHo nepcucTHpala benonpodbHa XUIIEPTOHHUS ITPH HOBOPOAEHOTO
(TITTXH), npu xoeto 6ebeTo aAuLIa YH4ECTEHO W M3MNeXKAa CHHKABO. [e3M npysHauy 0OMKHOBEHO
BBb3HUKBAT MNpe3 mbpeuTe 24 yaca cnel paxzaaHeTo Ha 6ebeto. AKo Toea ce ciyun Ha Baluero bebe,
Tpabsa He3abaBHO na ce cBbpxkeTe ¢ Balnara akylepka W/unu aexap.

e  Ako npuemare lynoaet kbM Kpas Ha OpemeHHOCTTA ¢H, BaweTo 6ebe Mo
NPU3HALM, KOraTo ce poad. Te 3anousat OOUKHOBEHO NP paKAaHETO U/
AHMU clien paxaaHeTo Ha Baweto 6ebe. Te3r npuzHaud MOXe 1a BKIOY
TpernepeHe, HEPBHOCT, HAPYLIEHO XPaHEHE, 3aTPYAHEHO AMLILAHE H NPH




HMa HAKOM OT T€3M NMPpU3HALIK NPH PAXKIAHETO CH UK C€ DE3NOKOUTE 32 HETOBOTO 3APABE, CBbPIKETE
ce ¢ Bawius nekap vy akyuiepka, KOMTO i€ Morat aAa Bu nocssersar.

e Axo npuemare Jlyaoaer kbM Kpas Ha Bauwara 6peMeHHOCT, CblUECTBYBA MOBHUIULIEH PUCK OT
NPEKOMEPHO BAarKWHATHO KbpPBEHE CKOPO ClIeA paXKAaHeTo, 0CODEHO AKO B MHHANOTO CTE UMaTH
HapyLIEHHA Ha KPbBOCHCHUPBAHETO. BaluMAT eKkap niu akyliepka Tpsabsa na ca HascHo, ue
npuMeMare AyNOKCETHH, 3a Aa Morat Ja Bu nocbBeTsar.

e  HanuuHuTe nanuu ot ynorpedara Ha JlysoaeT npes mbpBUTE TpY MeceLia OT OPEMEHHOCTTA He
NOKa3BaT MOBHILEH PHUCK OT 00M BpoaeHH JedeKTH KaTo U410 npy gerero. Axko Hyrnoxaer ce
rpuema npe3 BTopata NonoB1Ha Ha OpeMEHHOCTTa, MOXKE 1a UMa MOBHILEH PHCK OT
npexaespeMeHHo paxaaHe Ha Oebeto (6 ronbAHUTENHU HepoHoceHM Debera Ha Beeky 100 xeHH,
KOHTO nipuemar JlynoJer npe3 BTopaTta NoaoBHHA Ha OpeMeHHOCTTa), Hall-seue Mexay 35-ta v 36-

Ta ceaMuila Ha OpeMEHHOCTTAa.

¢ VYsenomere Bawus nexap, ako kspmuTe. He ce nperiopbysa ynorpebara na ynoaer npes neprona
Ha KbpMeHe. Tpsbsa aa ce nochBerBaTe ¢ Bawus nekap uiaun papmallenT.

[lopnpane n pabora ¢ MalwIuHM
Jynoaer Moxe na NPUYUHYM CBHIMBOCT UM 3amMagHoCT. He u3nonspainTe HHCTPYMEHTH U MALLHHH,

NoKato He pa3bepere Kak Bu snusie lysoner.

Jy/10aeT chALPIKA 3axapo3a
Iynoaet cbabpka 3axaposa. Ako Bawusat nexkap By e ka3an, ye MaTe HENOHOCHMMOCT KbM HAKAKBH

3aXapH, NOCHBETBAUTE CE C JIEKAPA CU MTPEAHX NPHEM Ha TO3H NEKapCTREH MPOAYKT.

3. Kaxk aa npuemare JAynoaer

Buuary npyvieMaiiTe ToBa nekapcTBO TOUHO KakTo BM € kazan Bawmat nexap wnu dapmauest. AKO He
CTE€ CMI'YPHU B Hello, nonuTaite Bawug nekap niuv gpapMauesT.

Jlynogert e 3a nepopanHo npuaoxexsue, Tpabsa na nornbliare Kancysjara usna, ¢ Hala Boaa.

[Tpu denpecus u ouabemna nesponamna 6oaxka.
[TpenopbvyuTenHata no3a Hdynoaer e 60 mg BeaAHbXK AHEBHO, HO BaluWAT neKap ule npeanuuie 103ara,
KOATO € noaxoasaula 3a Bac.

[Tpu cenepanuzupano mpesoliCHO pazcmpolcmeo:.

IpenopbunTenHara Hauanua no3a Hynoaet e 30 mg BeAHBXK AHEBHO, CNE KOETO [OBEYETO NALMEHTH
npueMat 60 mg BeaAHbXK AHEeBHO, HO BawuaTt nexap we Bu npeanvuwe noaxoasiuara 3a Bac no3sa.
JozaTta Moxe aa ce kopurupa go 120 mg Ha geH cnopei ToBa, Kak ce noeausaeare ot lynoaer.

3a na He 3abpasuTe Aa npuemare ynonet, Moxe aa By ynecHu, ako npuemare nekapcTBOTO NO €AHO U
CBLO BpeMe BCEKM AeH. ["'oBepeTe ¢ Baumng nekap konko Bpeme e Tpsdsa aa npuemMare dynozer. He
cnupaite npuema Ha Jlynoaer v He npomensiite Bawara no3a, 6e3 aa cte ce KoHcynTupany ¢ Bawns
nekap. BaxxHo € npaBu/IHOTO NevyeHKe Ha Baiwuero 3abonsBane, 3a na ce novyscTBaTe no-a0bpe. AKo He
nexkysaTe BalleTo CheTOgHME, TO MOXKE 12 HE OTMHHE, 8 MOXKE J1a CTAHE NO-CEPHUO3HO U NO-TPYAHO

NEYHMO.

AKo cTe npuenu noseyde 0T Heobxonumara g03a Jdynozer
Cenpxkete ce ¢ Bawuusa nexap nnu papMalesT HezabaBHO, ako CTe NPHENH N




Hynoaer oT npeanucanoto ot Bainus nekap. [lpu3naunTe Ha npeno3dpaHe ca CbHIMBOCT, KOMa,
CEpOTOHWHOB CHHAPOM (PAAKO CPeLIaHa peakiims, KOATO MOXE 1@ I0BEAC 10 YyCCLIaHE 3a roNAMO
LACTHE, CHHIMBOCT, HEMOXBATHOCT, 6€3NOKONCTRO, YCELLAHE 32 ONUAHEHHE, TPECKA, N3NOTABAHE UIH
MYCKY/IH& CKOBAHOCT), NPHNAAbLUM, NOBPBIIAHE M YHECTEHO ChpuedHeHe.

AKO CTe IponyCcHAJH aa npuemere Jdynoner

AKO CTe NpONYCHAIM 1034, NPHEMETE 1 BEAHAra C/ie/l KaTo CH CIIOMHHUTE, B ciydan ye e Bpeme 3a
Baiara cnespauia ao3a, npeckoyeTe nponycHarara i NpyueMeTe Camo €IHOKpaTHaTa 1033, KaKTo

obukHoBeHO. He B3emaiiTe ABoiiHa 1033, 338 Aa KOMIIEHCHpaTe NponycHartara jo3a. He npuemaiire
noBeye OT AHEBHOTO konnuecTBo ynoaer, koero Bu € npeaAnnucaHo 3a €A1H AeH.,

Ako cre cnpeau npuema na lynoaer

HE cnupaiite na npuemare BawuTte xancynud 6e3 cbBeT 0T Baluwksa nekap, A0pH ako ce 4yBCTBaTe No-
nobpe. Ako BaliuaT nekap npeueHu, ye BeUe He ce Hyxaaete oT Jlynozaer, Toi/T4 wwe By nockBeTsa /1a
HamansBaTe BawaTa n03a B NpOABLIXKEHUE Ha NOHE 2 CeAMHULIY, NPeAY OKOHYATENIHOTO CMTUpaHe Ha
JEYEHHUETO,

Hsikor mauvdeHTH, KOWTO cnupat npyemMa Ha lynoaer BHe3anHo, ca ionyyaBany CUMITOMU, KaTo:

e 3amafiBaHe, U3TPBNBaHE {,,UITTHUUKK™) UK yCellaHusa, MOAOOHM Ha NPEMUHABAHE Ha
eJIeKTPHUHECKM TOK {ocobeHo B obnacTra Ha rnaBarta), HapylUeHHUa Ha ChHA (IpKH ChHULLA,
KoliMapH, De3cbHUe), OTNAJAHANOCT, CHHIMBOCT, yeellaHe 3a He3noKOHCTBO WM npesb3dyaa,
yCelllaHe 3a TPEBOXKHOCT, I'aIcHE WM NOBPbILAHE, TpenepeHe (Tpemop), riasobonue, O0AKa B
MYCKYUTE, pa3ApazHMTENHOCT, ANApHs, NMPEKOMEPHO H3NOTABAHE WUJIK CBETOBBLPTEXK.

Tes3u cuMnTOMH OOMKHOBEHO HE Ca CEPHO3HM M M34E3BaT B PAMKMTE Ha HAKOJIKO IHH, HO aKO MMare
cUMNTOMH, KOMTO BH TpesoxaT, koHcynTupaiTe ce ¢ Bawud nekap.

AKO MMAaTe HAKAKBHU AOMBbIAHHWTENHHU BbIIPOCH, CBBP3aHHU ¢ yrioTpedaTa Ha TOBa NEKapCTBO, NONUTaANTE
Bauius nekap win (papMaueBT.

4. Bb3MOKHH HEXeNaHH peaKlHH

KaxTo BCUHKM NEKAPCTRA, TOBA JICKAPCTBO MOXKE Aa [PEAN3IBMKA HEXENAHU PeaKLMH, BbIIPEKH He He
BCEKHM 'yl noJjiyuasa. Te3u peakuv OOMKHOBEHO Ca IEKU A0 YMEPEHH U HECTO U34E3BAT CJI€/ HAKOJIKO
CEAMMLIH.

MHuoro yecTH HeXeJlaHu peakuuy (Morat aa 3acer”nar nosedve or 1 va 10 ayun)
e rnasobonue, CLHINBOCT
e nosauraHe (rajicHe), Cyxora B ycrarta

YectHn nexenany peakuuu (Morat aa sacernar 40 1 Ha 10 aymmn)
® IMIiCa HA aneTuT

e npoblieMH CbC CbHA, ycelllaHe Ha 6e3MOKOoNCTBO, HaManeHo NOJIOBO BIEHEHHUE, TPEBOXKHOCT,
TPYAHO AOCTUraHE WJIW JIMNCa HA Opra3bmM, HeoOMualHK CbHULLA

® 3aMasHOCT, ycellaHe Ha ¢nabocT, TpeMop, U3TPBIBAHE, BKIHUUTENHO HUITPBNBAHE,
HaCTPbXBaHE UIIM MPaBYy4KaHe Mo Koxara

3aMBIIEHO 3pEeHHe
WIYM B yiuuTe (UyBaHE HA LIYM B YUIMTE, KOraTO HAMA BBHIUEH U3TOM
yCellaHe yaapuTe Ha CbPLETO B I'bPAMTE
NOBMLUEHO KPbBHO HANAraHE, 3a4€pBiABaHE
NO-4Y€CTO NPO3ABAHE




® 3anex, Juapus, cromaituHa fonka, rajeHe (nospblaHe), KUCEJIMHA HITH HAPYLIEHO
XpaHOCMUJIaHE, OTHOENISIHE Ha ra3oBe

ycuieHo notene, (copbsaw) obpus

MYCKYJiHa B0nKa, MYCKYJIEH CMNa3bM

OoJie3HeHO YPHUHHUPAHE, YeCTOTO YPUHHPaHE

npobnemu ¢ JOCTUraHE Ha epeKUMs, NPOMEHH B €AKynaunaTa

npunagbLUy (PaBHO Npu Xopa B CTApHECKa Bb3pacT), yMopa

3aryba Ha TernoTo

IIpu neuara ¥ I0HOWIKTE HA Bb3pacT noAa 18 roivHy ¢ aenpecks, KOMTO ¢a ICKYBaHHW € TOBA JIEKapCTBO,
MMa Manka 3aryba Ha Terno, KoraTto 3a IbPBM MbT 3aM04BaT Aa ro pyUeMart. [ernoTo ce rnosuilasa a0

CBbOTBETHOTO INPHU APYIruTe A€1a 1 KOHOLWK OT TAXHATa Bb3pacT K NOJ CiCA 6 Mecela OT JIEHEHHKETO.

HedecTu nexxkenann peakuuu (Morar aa 3acernar Ao 1 ua 100 nymn)

® Bb3i1aJ€HWE HA MbPAOTO, NPUYHHABALLO APE3ras rijac

¢ MHCAW 3a caMoyOuiicTBO, NpobneMu cbC CbHA, CKbpLAHE CbC 3bOH MU CTHCKAHE Ha 310X,

4yyBCTBO 34 AE30pPUeHTalUu, IMNca Ha MOTHBaLIHA

® BHE3aNHW HEBOMHM KOHBYJICUH WM NMOTPENBAHMUA Ha MYCKYJIMTE, yceulaHe 3a 0€3n0KONCTRO
WAW HeCrnocoOHOCT Ja CeauTe UM CTOUTE CMIOKOHHO, YCELlAHE 3a HEPBHOCT, 3aTPYAHEHA
KOHUEHTpaUMs, NIPOMEHH BbB BKYCOBUTE YCELLAHMS, 3aTPYAHEHO KOHTPOAMpPaHEe Ha
JBHXEHHUETO, HANPUMED, JIUMCA HA KOOPAHHALHA WIIK HEBOSTHH IBUXKEHUA HA MYCKYJIHUTE,
CHHAPOM Ha HECMOKOWHKWTE KpaKa, N0l ChH
pa3suUIMPEeHH 3eHUUM (TbMHATA LIEHTPAIHA YaCT Ha OKOTO), NPODJEMH CbC 3PEHUETO
YYBCTBO Ha CHLHJIMBOCT MU ,,BHEHE HA CBAT" (CBETOBBPTEXK ), DONKA B YUINTE

y4eCTeHO /UK HEPUTMHUYHO OMEHE Ha CHPUETO

MPUIAaabK, 3aMasHOCT, NTPHUEPHABAHE WK NPHNAAAHE NPH U3NIPaBAHE, CTYAEHHU MPLCTH Ha

PbLUETE U/KWIKM HAa KpakaTa

CTAraHE B FbPJIOTO, KPbBOM3/INBU OT HOCA

® MOBpPblUIAHE HA KPbB MM KaTPAHEHO-YEPHH M3NPOKHEHUS (QEKANNUK), FACTPOCHTEPHT,
OpPHIBaHE, 3aTPYLAHEHO NpEriblLlaHe

® BbL3INAJCHHE Ha YepHHs Apob, KOETO MOXKe Ja NPUYHHU KOopeMHa 0onKa 1 NOXbLJITABAHE Ha
KOXAaTa UMK Ha DAN0TO HA ouUTe

e  HOLLHO M3MOTABaHe, 0OOpPHUB, CTY/AE€HA MOT, YYBCTBUTENHOCT KbM CITbHYEBATA CBET/MHA,
MOBHILLIEHA CKJIOHHOCT KbM 0Bpa3yBaHe Ha CMHUHH

®  MYCKYJHO HarpexeHue, oTpensaHe Ha MyCKyJuTe

¢ 3aTpyJHEHHE UM HEBBLIMOXHOCT 32 YPUHUpAHE, 3aTPYJAHEHO HA4all0 Ha YPUHHPAHETO,
HEOOXOAUMOCT OT YPHHUPaHe Npe3 HoulTa, HeOOXOAUMMOCT OT [10-4€CTO YPUHUpaAHE OT

o0MKHOBEHO, cnaba cTPpys Ha ypuHaTa

* HeoOHMUANHO BATMHAIHO KbPBEHE, HAPYIHEH MEHCTPYAIEH LMK, BKIIOYATEIIHO TEXKH,
00Ne3HEHN, HEPEAOBHH UNH NPOABIKUTENHU MEHCTPYANHHU LUHKITH, HEOOUYAWHO JIEKH UK
NUNCBAlA MEHCTPYATHU UMKIH, BONKa B TECTUCUTE MK CKPOTYMA

e (onka B rpbAHUA KOWI, UYBCTBO 34 CTYA, XKAX/4, TpenepeHe, 4yBCTBO 34 TOMIMHA, HeobKWuaiHa
noxoaka

® [IOKa4YBaHe Ha TernoTo

o Jlynoaer Moxe Aa NMPUYUMHK €QEKTH, KOWTO MOXKE [a HE YCETHTE, KaTO NOBHLIABAHE HA

i

YepHOAPOOHHTE EH3UMH WK HA HUBOTO Ha Kanui, kpeaTMHKH octhok g
XOJIECTEpPO/I B KpbBTa

Peaku nexenanu peakuuu (morar aa 3acerHat A0 1 na 1 000 gyun)




® CEpHO3HA AJlepruuHa peaklns, KOATO NPUUMHABA 3aTPYAHEHO AMLIIAHE MK 3aMasHOCT, C
noAyBaHe Ha €3MKa WK YCTHUTE, aNEPrUiHU pEAKUHH

¢ HamaneHa QYHKLMS Ha LIMTOBUIHATA XJ1€3d, KOETO MOXKE /1a [IPUUKHH yMOpa WM NOKauBaHE
Ha TErJIOTO

e (0be3BoaHSABAHE, HUCKH HMBA Ha HATPUM B KpbBTA {r/1aBHO NMPHU XOpa B CTapHECKa Bb3pacT,
CHMIITOMMTE MOX€E [1a BKIIOYBAT ycellaHe 3a 3aMafHoCT, cnabocT, yyBCTBO 3a 00BbPKAHOCT,
CLHJMBOCT WK CHJIHA YMOpa, WK raJeHe AU NOBpLLIAHE; NO-CEPHOIHM NMPH3HALIM Ca
NPUAOLIABAHE, NPUCTBITA WIH MPUNAABLH), CHHAPOM HA HEAOCTAThYHA CEKpeLma Ha
aHTHAHYpeTHuUeH xopMoH (CHAJIC)

 camoyOuRCTBEHO noBeaeHue, MaHUs (CBPBXAKTHBHOCT, ., IPEMNYCKALIK" MUCIIA U HAMANCHA
HY»Ja OT CbH), XanOLUHMHALUKK, ArPECUBHOCT U I'HAB

® ,.CEPOTOHMHOB CHHAPOM™ (PAAKO CpeLllaHa PeaKLins, KoATO MOXKE a 10BeAE A0 YyBCTBO HA
rofiiMo LLACTHE, CHHIIMBOCT, TPOMABOCT, 6€3NOKOMCTBO, YCEILAHE 32 ONHAHEHUE, TPECKA,
M3NOTABAHE UK CKOBAHOCT HA MYCKYJIMTE), NPpUNaaAbLM

® [IOBMLUEHO OYHO HasiraHe (rnayxkoma)

¢ Kawnnua, Xp1noBe U 3aayX, KOMTO MOraTt ja ObaaT npruApYKeHH OT BHCOKa TeEMIepaTypa

¢ Bb3NaleHKEe HA yCTaTa, N0sKBa HA APKOYEPBEHA KPbB B U3NMPAXKHEHHUSTA, A0 ObX, Bb3naneHue
Ha aebenoTo 4epBo (Mpear3BUKBALIO AUapHs)

¢ yepHOAPOOHA HEJOCTATBbUYHOCT, XKbB/ITO OLBETABAHE HA KOXKATa WIH Ha DANOTO HA OUKTE
{>K'bATEHHLA)

e cuuapom Ha CTuBbHC-OHCHH (cepHO3HO 3abonsBaHe ¢ NOAYBAHE HA KOXKATa, yCcTaTa, OHUTE
Y MOJIOBUTE OPraHH), CEPHUO3HA AJIEPruUHa Peakums, KOSTO NPUYHHABE NOAYBAHE Ha NHUIETO
WJIK CbPJIOTO (AHFUOEIEM)

®  Cl1a3MM Ha HEAKCTHUTE MYCKYJH

® TMpPOMEHEH MUPHUC HA YpHUHATA

® CUMITTOMM Ha MeHomnay3a, Heobu4yalHO OTAENSHE HA KbpMa MPU MbIKE UK KEHH

® TPEKOMEPHO BarMHalIHO KPLBOTEUEHHE, MAJIKO CJIeZl PAXXAAHETO (NOC/IEPOAOBO KPbBOTEUEHHUE)

MHoOro peaKkn Hexenanu peakunu (morar aa 3acerHart A0 1 na 10 000 aywun)
¢  BPBb3INANEHHE HA KPbBOHOCHUTE CBLAOBE HA KOXKATa (KOXKEH BACKYJIHT)

C neuiBecTHA HecTOTA (YECTOTATA HE MOXKE 14 Obie ONleHEeHa OT HAJIMUHUTE JAHHH)
® NPHU3HALKW K CUMIITOMM HA CbCTOAHUE, HAPEUEHO ,,CTPECOBA KAPAMOMHONATHA", KOETO MOXE 12
BKJIIOYBA MpbAHa O0nKa, 3a4yX, 3aMasHOCT, NPUNANBLK, HEMPABUIEH CLPAEHEH PUTHM.

Cbho0maBaHe HA HEXEIAHK peaKUHHU

AKO MONY4YMUTE HAKAKBH HEXENAHM JIEKAPCTBEHU peakiuM, yeaomeTe Bawvs nekap, hapmMauesT vin
MeaHLIHHCKa cecTpa. ToBa BKIHOUBA BCHUYKHK Bb3MOMCHH HEOMHUCAHH B Ta3W TUCTOBKA HEXETAHH
peakunu. MoxeTe CbLIO [ia ChOOLUUTE HEXENaHU peakUuM AUPEKTHO Ype3 HAUMOHATHATA CHCTEMA 34
chobiuaBaHe KbM M3nbiHUTEAHATA areHliMs No NekapcTeara, yi. ,JdamsaH ['pyes™ Ne 8, 1303 Codus,
Ten.: +35928903417, yebeaitT: www.bda.bg. Kato cbobluapare HexejlaHM peakuud, MOeTe 4a qaaere
CBOS MMPUHOC 33 N0JyyaBaHe Ha rosede HHpOopMalMa OTHOCHO D€30MACHOCTTA HA TOBA IEKAPCTBO.

5. Kak pa coxpansanare lyoaer

Jla ce cbXxpaHsBa Ha MACTO, HEROCTHIHO 32 Aeua.

He u3non3eaiiTe TOBa j1IeKapCTBO CJie/l CpOKA HA rOAHOCT, OTOENA3aH BBLPXY,




To3u nnekapcTBeH NPOAYKT HE M3UCKBA CIICLIMAIHU YCIIOBUS HAa CbXPaHEHHE.

He u3xpbpisiiTe JiekapcTBara B KaHaJM3alMATa WM B KOHTEHHEPA 3a IOMALLHK OTrnabum. [lonuranre
Bawms apmalieBT Kak jla U3XBbpJisiTe JeKapeTBaTa, KOWTO Beve He u3nosi3pare. Tesn Mepku Lie
CIIOMOI'HAT 3a Ora3BaHe Ha OKoJIHaTa cpejia.

6. Cobabpkanue HA ONIAKOBKATA H I0INbJIHUTE/IHA HHPOpMAIIHH

Kakso ebabpaka lyJioaer

- AKTHBHOTO BEHIECTBO € JYJIOKCETHH 1o/ hopmara Ha XHAPOXJIOPH/L.
Besika karicyna ebabpaka 30 mg aynokceTuH (1o (hpopmarta Ha XHIPOXJIOPHAL).
Besika Kancyda chbabpka 60 mg ayaokcetvH (noa popMara Ha XHAPOXJIOPHI).

E JApyrure ¢cbCcraBKH ca:

o CobabpkaHue Ha Karcysara: 3axapHu cepH, LapeBUYHO HULLIECTE, ChIIOJIMMEDP HA METAKPHIIOBA
kucesauHa-eTunakpuaar (1:1) 30-npouenrHa aucnepcus (Eudragit L30D3S5), xunpomenosa.
3axapo3a, KoJiouaeH 0e3BOJIEH CHJIMLIMEB JIMOKCHI, TallK, TpueTusos uutpar, Plasacryl T20
(rJMUEepUIOB MOHOCTEapaT, TPUETHII0B LIMTpaT, nonucopdbart 80 v Boza)

o Tsn0 Ha kancynara:

- KancyJim ot 30 mg: TuranoB anokeua (E171), swenatun, FD&C cuHbo 2, Boja
- kancyau ot 60 mg: turaHoB aMokeua (E171), wenatun, FD&C cunbo 2, KbaT xKeseseH
okcua (E172), Boja

O 3eJIeHO MACTHJIO: LEJIJ1aK, MPOITUIIEHITIMKO, KAJIMEB XUAPOKCH/L, YepeH xKellezeH okenl (E172),
KBIT weneszeH okeua (E172)

o b0 MacTuIo: wennak, rnponuieHrJIMKos, NOBU/A0H, TUTAHOB AHOKCH (E171)

Kak uiraexaa ﬂ}'.ﬂﬂﬂﬂ'l' H KAKBO Cb/ABbP/KA OIIAKOBRATA

Jlynojger e TBBpAA CTOMAWIHO-YCTOMUMBA Karicy/ia. Besika karicysa obabpika IejeTv JIyJIOKCEeTHHOB
XHUJIPOXJIOPH/1, KOUTO UMAT MOKPHUTHE, NMPEara3Baulo I'm 0T CToOMalllHaTa KUCEJIMHA.

Jlynoner 30 mg Kancysd ca TBbPAM XKEJaTHHOBH KAriCyjd, C KbJT MacTuieH Haanuce “DLX™ Bbpxy
HETMpOo3pavyHOTO CHUHBO Kanauve ¥ “30 mg” BbpXy HErnpo3pavyHoTo 05410 TAJIO.

Jlynoger 60 mg Kancysid ca TBbPAM JKEJATHUHOBM Karcyid, ¢ Osu1 mactuned Haanuce “DLX” Bbpxy
HEMpO3payHOTO CHHLO Kanaye U 60 mg™” BbpXy HENpO3pavyHOTO 3€JIEHO TAJIO.

Jlynoner 30 mg TBbpAa CTOMAlIHO-YCTOHUYKMBA Karcyia ce npeaiara B onakosku ot 7, 10, 14, 28, 30, 56,
60, 84, 98 u 100 kancyJiu.
Jlynoner 60 mg TBBpAA CTOMAILIHO-YCTOMYMBA Karcyna ce rnpeyiara B onakosku ot 7, 10, 14, 28, 30, 56,
60, 84, 98 u 100 kancyu.

He BcHuKHM BUIOBE OMNAKOBKKM MOrar jia ObjaTt nycHaTu B rnpojiaxoa.

anTE?KﬂTEJI HA pa3pelaieHHeTo 3a yﬂﬂ'l'pﬂﬁﬂ

Egis Pharmaceuticals PLC
[ 106 Budapest, Keresztar: at 30-38.
Y Hrapus

[IpoussoauTe/in




Pharmascience International Limited
I st floor lacovides Tower
81-83 Griva Digeni Avenuel090, Nicosia

Kunbp

Egis Pharmaceuticals PLC
Bokényfoldi at 118-120.

[ 165 Budapest

YHrapud

GE Pharmaceuticals Ltd
Industrial Zone “Chekanitza - South™ area

2140 Botevgrad
bbnrapus

To3u nexapcTBeH NPOAYKT € paspeiliedH 3a ynorpeba B cTpaHHTe-uw/eHKH Ha Esponedickoro
Nxonomuuecko IIpocTaHeTBo cbe caeaHuTe HMEHA:

XonaHans Dulodet 30 mg, 60 mg maagsapresistente capsule, hard

bbnrapus Hynonet 30 mg, 60 mg TBbpaa CTOMallHO-YCTOHYHMBA Kancyna
Dulodet 30 mg, 60 mg gastro-resistant hard capsules

YHrapus Dulodet 30 mg, 60 mg gyomornedv-ellenallé kemény kapszula

JdaTa Ha nocJaeAHO npepasraexiaHe Ha JTUCTOBKATA
HoemspwH, 2024 r.
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