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Hynaconan 30 mg cmmamno-ycmmmm msp:m KancyJH 22 04, 0
Dulasolan® 30 mg gastro-resistant capsules, hard .../

Hynaaconau 60 mi cmuamno—ic'roi‘lqunn 'ml.izm Kancyaun

JynokceTHH (KaTo XHAPOXJIOPHI)
Duloxetine (as hydrochloride)

IIpoyeTeTe BHHMATEIHO ISIATA JIHCTOBKA NpPe/IH /1a 3aMl04HeTe 12 NPHEMAaTe TOBA JeKapcTBO,

ThH KaTO TH CbAbLPAKA BaxkHa 32 Bac undopmanns.

- 3anasere Ta3M MMCTOBKA. MOXe J1a ce HaJIOXKH Jia 5 IpoYeTeTe OTHOBO.

- AKO MMaTe HAKAaKBH JOITBIHUTE]IHH BBIIPOCH, NONUTaiiTe Bamms nekap Wik gapMalesT.

- Tosa nekapcTBo € npeanucaHo MHIHO Ha Bac. He ro npeotcrenBaiite Ha ApyrH xopa. To Moxe na
HM HaBpe/IH, HE3aBUCHMO Ye MPHU3HAIMTE Ha TAXHOTO 3a00/IgBane ca ChLIUTe KaTto Bawmmure.

- AKO TONTy9HTe HAKAKBU He)KeJIaHHTe JIEKapCTBEHH peakiny, yBeJoMeTe Baums nekap Hiu
(apmaneBT. ToBa BKITIOUBA M BCHYKH BH3MOXKHH HEXKEJIaH! pPeaKi[H, HEOTIHCAHH B Ta3|
THCTOBKA. BikTe Touka 4.

KakBo cbIbp:ika TazH JHCTOBKA

Kakso npencrasnsBa J[ynacosaH 1 3a KakBo ce H3M0J3Ba
Kakso Tps0Ba 1a 3HaeTe, npeau aa npuemerte Jlynacona
Kaxk na npuemare J{ynaconan

BB3MOKHH HexXeNnaH! peakiin

Kak z1a cexpansBare Jlynaconas

ChbabpikaHHe Ha ONaKOBKATa W IOMBIHUTEIHA HHGOpMALIHS

ON Gh, g D

1 Kaxso npeacrapasga Jlyfiacoias 1 3a KaKBO ce H3M03Ba

Hynaconas cbIbpxKa akTHBHOTO BEILIECTBO AyJIOKceTHH. JlynaconaH noBHIIaBa HABAaTa Ha CEPOTOHHH
M HOpaJIpeHAIHH B HEpBHATA CHCTEMA.

Hynaconau ce H3non3Ba MpH BH3PACTHH 3a JIEYEHHE HA:

- Iempecus

- TeHepai3MpaHo TPEBOKHO Pa3cTPOHCTBO (XPOHNYHO IYBCTBO 3a TPEBOXKHOCT MIIM HEPBHOCT)

- amnabeTHa HeBponaTHa Golnka (4ecTo onucBaHa KaTo ropeHe, 60/1eXH, CMbJIeHe, CTPEJIKaHe HITH
Gonka, uiu e nonobHa Ha eneKTpHYecKH ok. Moxke 1a uma 3ary6a Ha ycelllaHe B 3acerHara
o0nact, WM ycellanus KaTo J0MHp, TOMUIMHA, CTY/] UM HaJMraHe MOraT /ia mpeAn3BUKaT 60/ka)

ITpn noeeyeTo X0pa ¢ AenpecHs UM TpeBoxkHOCT [lynaconan 3anoysa Ja AeficTBa B pAMKHTE Ha J1Be
CEIMHIIM OT HA4yalloTO Ha JIEYEHHeTO, HO MOXKe J1a OTHeMe 2-4 ceIMUIH, MpeIH [a ce MoYyBCTBare
no-gobpe. Kaxere Ha Bamus nexap, ako He 3ano4yHeTe Ja Ce 4yBCTBaTe Mo-106pe clie/l TOBa BPEMe.
BaummsaT nekap Moxe Jia mpoIb/oky 1a Bu HasHauasa JlynacoliaH, KOrato ce 9yBCTBaTe mo-1o0pe, 3a
Ja MpeI0TBPaTH Bb3BphilaHe Ha Bammara fenpecus WM TPEBOXKHOCT.

Ilpu xopa ¢ nuabeTHa HeBponaTHa GoNKa e4eHHETO MOXKeE J1a OTHEME HAKOJIKO CeIMHLM, Npe/d Ja ce
novyBcTBare 1o-106pe. Kaxere na Bamms nekap, ako He ce gyBcTBare no-gobpe ciesl 2 Mecela.
2.  Kakso TpsfBa 1a 3HaeTe, npexn Aa npuemete Jlynaconan

He npuemaiite {ynaconan:




- 8KO ¢Te aNCPrudHH KbM JYJIOKCETHH HIH KbM HAKOS OT OCTAHANATE CHCTABKH HA TOBA JICKApCTBO
(u36poeHn B TOUKE 6)

- aKo AMare 9epHoapobHo 3aborABane

- aKo wMaTte Texko 6BOpegHo 3a6onspane

- aKO MPHEeMATe WIH Mpe3 nocacauuTe 14 quu cTe NpHeMAaNH Jpyro 1eKapcTBO, H3BECTHO KATO
MOHOaMHHOOKCHa3¢H HHXROATOp (MAO-rrxuGnTop) (BIXTe ,,JipYyru nexapcerea u Jyraconan™)

- aKo mpHeMare ¢uryBokcaMHH, KOHTO 0OHKHOBEHO ce H3MON3BA 33 NIEYCHHE HA JETpecH,
LHIpogIOKCAIAR HIH eHOKCAITHH, KOHTO 0OHKHOREHO C€ M3IIOM3BAT 3a JICICHHE HA HAKOH
rHpexuAn

- aKo IpHeMare JpYrH JieKapcTha, ChAbPXKANIA AyIOKCETHH (BikTe ,,JIpyrn neKkapcTsa B
Jynaconan™)

Koscymrapaiite ce ¢ Bammst nekap, ako HMaTe BHCOKO KPBBHO HANATAHE WM ChPACSTHO 3a00/4Bane.
Bammmat nexkap e Bu kake, fama Tps6Ba ja npremare J{ynaconaH.

IMpenynpexaeHAs B NPEANAIHA MepKA

[lo-poity ca nocodeHy NMPAYHHUTE, opaay KouTo Jynacenan Moxe Aa bnae nenoaxona 3a Bac,
Koncynupaiire ce ¢ Bamua nexap, npeau aa npaemerte Jlynaconan;

- @Ko TpHeMarTe JIEKAPCTRA 3a JICUERHAE Ha AenipecHd (BAXTe ,,JIpyTH NexapcTea M Jiynaconan™)
- aKo0 IPHEMATe XBIT KAHTapHOH NpH nevderwe ¢ 6wk (Hypericum perforatin)

- axo umate OE6peqHO 3abogRane

- @KO CTe MMATTH I'bpI0Be (IPHIAIHIH)

- ako cTe HMATH Marus

- @Ko cTpajiate oT GHNONAPHO pascTPOHCTRO

- @Ko HMare NpobrieMH ¢ OYHTE, KaTO ONPEeNcHH BHOBE [MaykoMa (TIOBHIICHO BETPEOIHO
HAIIATaHE)

- aKO HMaTe aHaMHe3a 33 HapYIDeHHs, CBEP3aHH ¢ KspBeHe (CKIOHHOCT KsM MOABATa Ha CHHHHH),
ocobeHo, ako cTe OpemeHHa (BIKTe ,.BpeMenHOCT M KBpMeEHe™)

- Ko CcTe HANOKCHH H3 PHCK OT HUCKH BMBa Ha HaTpHii (BallpAMep, aXo NpHeMaTe JHYPETHIH,
0coGeHo ako CTe B CTapUeCKa BE3PACT)

- a0 B MOMEHTa ce JIeKyRaTe C APYro JIEKAPCTRO, KOeTo MO 1a IPHIMHH YRpEKIAHE HA TepHUI
apab

- aKO IIPHEMATE [PYTH JEKapCTha, ChAbpXKAIN) AyIOKCETHH (BIXTe ,,JpyTH NeKapcTsa H
Hynaconan™)

Jynaconan MoXe aa JoBefe [0 ycemane 3a Ge3nokoiicTbo WK HecnocoGHOCT 3a ceflene Wi CTOeHe
Ha eaHo MACTO. Bre Tpa6ra Aa kaxkere Ha Bammis nexap, ako Tosa Bu ce cimyws.

JlexapcTra kaTo /lynaconaH (HapedeHH CeleKTHBHE RHXHOHTOPH Ha 00parHoTO 3aXBaIGAHE Ha
CEpOTOHMHA/HEXHOHTOPH Ha OGPATHOTO 3aXBAINAHE Ha CEPOTOHKHA U HOPaApeHATXHA) MOTaT Ja
OPHYHHAT CAMOTOMM Ha HapylieHHe Ha ceKCyanHaTa hyHxius (Bx. ToYKa 4). B HAKOH CIIy4an Te3H
CHMITTOMH NPOZLIDKARAT CRe)] CIApae Ha JeYeHHETO.

Cyusudnu muchu u enowasane na Bawiama denpecus unu mpesoxicro pazcmpoiicmso

AKo cTe JenpecHpasi WA 1MaTe TPEBOXHO paicTpoiicTBo, BHe MOXE MOHAKOra JIa HMATe MHCIH

32 caMOHapaHiBaHe WM caMoyOnicTso. Tesn MHCIA MOXe Ja 3a9eCTAT, KOTATO 34 PR BT

3AII09BATE JICUCHHE C AHTHACIPECAHTH, Thil kaTo BCHUKM TE3H NleKapceTBa ce HYXKAadT OT BpeMe, 34 Ja

NOJEACTRAT — 0GHKHOBEHO OKOJIO /iBe CEAMHIM, HO MOHAKOTa I0-B/r0.

TIo-BEPOATHO € fia MUCINTE N0 TO3H HATHH:

- 4x0 TIpe A TOBA CTE AMATH MHCIH 33 caMoyOHIICTRO HITH CaMOHAPAHABAHE

- aKo cTe MIaj Bh3pacTeH nanneHt. HupopMamasTa 0T KITHAATHATE NPOYIBAHHA
PHCK 32 NOBEAICHHE, CBELP34HO ChC caMoyOHICTRO, IPH BL3pacTHH o 25 ro,
CHCTOAHMS, IEKYBaHH C aHTHAENPECaHT




AKO HMATE MACIH 33 CAMOHaDAHNBAHE HIH CAMOYGHICTBO 110 KOETO B A3 € BPeMe, CBhPRKETe ce
¢ Bamng sexap uan ugere nesatanno B Goanmma,

Moxe fa cMeTHETE 3a HOJIE3HO [ paskakeTe HA POJHAHA HIH Ha OJM3BK IIPAATENL, 4¢ CTe
AcTpecHpaHd WM HMATE TPEBOXKHO Pa3cTPOHCTBO H Ia TH MOMOIATE Ja POHETAT Ta3H THCTOBKA.
buxte Mormu 1a ru momonuTe Aa Bu xaxar, ako cmaTaT, 9e Bamrara AenpecHs HITH TPEBOXKHOCT Ce
BIIOUIABAT HJH, a0 Te ca 00e3mokoeHH 0T MPOMEHNTE B ToBecHMeTO Ba.

Jena uau onomn nox 18-rogmEa BnipacT

Hynaconau ropManHo He TpAGBa fa ce Npyiara NpH /iela KM I0HOIIH NoR 18-ToHINHa BB3pacT.
Chmo Taxa, Tpa6Ba sa Bu e H3BecTHO, e NauHeHTHTe MO/ 1§ NOXHAH ca ¢ OBHILCH PHCK OT
HEXXeTTaHH peakiiH KaTO ONMTA H MHACIH 3a camoyOmficTBo, H BpaxpehHocT (MpeaMMHO arpecns,
OTIO3HIIHOHHO MOBENCHHE W [HAB), KOTATO NpAEMAT TO3H KJiac Nekapcrsa. HezaBAcHMO oT TOBa,
Balmsar nekap moke ia npernnme Jlynacolian Aa MaiAeHTH MoA 18 roa#HH, TeH Kato Tol/Td
pemasa, 4e ToBa ¢ B Haif-no0Lp TexeH wATEpec. Ako Bamuar nekap mpeanAme J{ynacoman Ha
nanyeHT nox 18 roawAA 1 Hekate Aa oGCHIANTe TORA, MO, BBpHeTe ce py Bamua nexap. Tpatea ga
unopmupare Bauma nexap, ako HAKOM OT CUMITTOMHTE, TIOCOYEHH NO-TOPE C& IIPOABAT HIIH BJIOMIAT,
KoraTo naineATH nod 18 roaunu npueMat ynaconan. Oceer ToBa, ABATOCPOIHATa He30MACHOCT 1O
OTHOINEHHE Ha ehexTHTE Ha JlynacoNaH BEPXyY pacTexka, Ch3PABAHETO, KOTHATHBHOTO H
DOBESJICHICCKO PA3BMTHE 3a Ta3H BL3PAacTOBa I'PyNa BCE OLIE HE & YCTAHOBEeHA.

Apyra nexapersa u Jyaacoiaan
Wndopmupatite Bamms nekap wim dapMauesT, ako MpAeMaTte, HACKOPO CTE IPHEMANA HIH €
BBIMOKHO Jia NPUEMeTe IPYTH NCKAPCTEA, BKNIOYATENHO ¥ TAKMBA, OTOYyCKaHN Ge3 penemnta.

AXTHBHOTO BellecTBO Ha JlynaconaH, Dy/0KCceTHR, ce H3I0N3Ba B J(PYTH NeKapcTsa 3a ZPYTH
ChCTOAHHA:

-  nwuabeTHa HeBponaTHa Gomka, ACUPECHS, TPEBOKHOCT H HE3aThpKaHe Ha yPHHA

Ynorpebara Ha noBeve OT eIHO OT TE3H JICKAPCTBA, IO €/[HO H CHIO BpeMe, TpAGBa Aa ce H3barea.
Tposepere ¢ Bamma fekap Aanmy e NPACMATE APYTH NEKAPCTRA, ChALPHEAA Ny IOKCETHH.

BaurnstT nekap Iie pelnx namd MoXeTe fa npuemMare JlynaconaH ¢ Apyru nekapcrea. He sanounaiire
HAM He CNHPAlTe NpPHEMA Ha KAKBHTO H Aa GHJI0 JIeKAPCTBA, BKJIIOTHTEIHO H HA TAKHBA,
OTIYCKAHH §e3 PenenTs, W PACTHTENHHE JeKADPCTRA, HPedH A2 ce NochBeTBaTe ¢ Banma
nexap.

Tpabsa chio Aa yBegoMATe Balms iexap, ako MPAEMATE HAKOE OT CHEHUTE:

Monoamunooxcudmnu unxubumopu (MAO-unxubumopu ): He tpaba na mpremare Jlynaconas,
aK0 NpHeMate HIH HACKOPO CTe NpHEMAalH (B paMKHTe Aa Nocnennnre 14 qam) apyro
aHTHISDPECAHTHO JIEKAPCTBO, HapeTeHO MOHOAMEHOOKCHAA3eH HHXHOHTOp (MAO-HEXHOKTOD).
TIpamepn 33 MAO-nmmxnGuropn ca Moknobemny (aHTHAETIPECANT) ¥ THHE3OMH (AHTHOHOTHK).
TlpremMsT Ha MAO-RHXAGHTOP 3a€¢/IHO ¢ MHOTO JIEKAPCTBA IO JIEKAPCKO NpE/IHCaHue, BKTIOYHTEIHO
Hynaconan, Moxe jia IOBENE IO CEPHOIHH ANA [AOPY AKABOTA3ACTANIABAINY HEKEIANN PEAKIUH.
Tpabpa ia n39akare noxe 14 Ay, cnex kaTo cTe crpend npaeMa Ha MAO-HHXKGUTOp, npexy Aa
MoxeTe Ia B3emere Jlynacosan. Celne Taka e HeoOXomiMo Ja HIYaKaTe HoHe 5 THH, CIeN KATO
cnpeTe 12 npaemare JNynaconas, opeay fa eseMeTe MAQ-HEXuGHTOP.

Jexapemea, koumo npedussuxsam cvrnueocns: KoM TX ce OTHacST NEKapcTBATA, NPEJIIHCANH OT
Bammws nexap, BRIOTATeHO GeH30Ma3EIARY, CHIIHH 06e360/1%BaIHH, AHTHNICHXOTHIH,
terobapbHTaN H AHTHXHCTAMHANE.

Jlexapcmea, nosusuasaigu rusomo na cepomonuna: TPATANH, TPAMANON, TPHITOGSF ‘
uHXHOHTOpA Ha 00paTHOTO 3axsamgane Ha cepoTonuna (SSRI) (kato napoxceTun u ¢ R
MAXHONTOPH Ha 06PaTHOTO 3aXBalllaHe Ha CEPOTOHHHA # HopagpenanuHa (SNRI) :5 L et
BeHNA(aKCHR), TPRIWEIAIHA aHTHACTIPECAHTA (KATO KIOMHNIPaMHH, aMUTPAIITHIAH; ﬁﬂgﬁf
A =i

KaHTapuoH ¥ MAO-naxabuTops (kaTo MoxnoGeMuy H MAHe30mMx). Te3n TeKkapcTay
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pHCKA OT HEAKENAHY PEAKIHH; AKO NMOYYHTE HAKAKBY HeobKH4aliHK CHMITTOMM TIPH IPUEM Ha HAKOE OT TE3H
nekapersa 3aenno ¢ JynaconaH, Tpabsa fa ce koHcyntupare ¢ Bawwns nexap.

[epopanru GUMUKOGZYAGHINE W GHRIMBAzZpezarmu: JlekapcTsa, KOHTO paspesxaaT KppBTa WK Npetar Ha KphBTa
Aa ce ChCHpBa. Tezn ﬂeKapCTBa MOTAaT Ja NOBHLAT pHCKa oT KpreHe.

Hdyaaconan ¢ XpaHa, HANKTKA H AJIKOX0J1

Jlynaconaun Moxe Jia ce npyeMa che 1y 6e3 xpana. Heo6xoauMo ¢ noByweHo BHUMAaHHE, ak0 PHEMATe aNKoXor,
JOKATO ¢Te Ha NeueHue ¢ JynaconaH.

bpeMenHoCT H KbpMeEHE
AKO cTe GpeMeHHa HIH KbpMHTE, CMATATE, He MOXE Jia cTe peMeHHa HiIH TyanupaTe GpeMeHHOCT, OCLBETBAHTE Ce
¢ Bawus nekap unn papmanerT npeay ynotpebara Ha ToBa ASKapCTBO.

- YBezomere Bawssa nekap, ako 3abpeMeHeeTe, Wi ako NIaHupaTte Na 3abpeMeHeeTe, JOKATO PHSMATS
Hynaconau, W3nonseaiire JynaconaH camo cnea obcwxaane ¢ Bauna nexap Ha MOTCHIHAIHATE MOJI3K H BCHHKH
BB3MOXHH PUCKOBE 38 HepoaeHoTo BH nere.

- VYeepere ce, ue Bawara akymepka w/niu nekap 3HasT, 4e nprueMate Jlynaconan. Korato nogobHH nexapcTea
(SSRI) ce npuemar no Bpeme Ha BpeMEHHOCT, MOXKE /1a C€ TIOBULIM PHCKA OT CEPHO3HO CHCTOAHHE IPH GebHerara,
HapeueHo nepekcTupaila Genoapotua xunepronna npu Hopopoaeoto (ITBXH), koeto kapa 6ebero na anwa
YUECTEHO M JIa H3TNexIa CHHKaBo, Te3H chMITOMM 0OMKHOBEHO 3aMO4BaT NPe3 MbDBUTE 24 yaca cnefll paxKIaHETO

Ha 6e6eTo, AKo TOBa ce CTyun Ha Baimero 6eGe, Tpafa HezafaBHO fa ce cBbpkeTe ¢ Baulara aKywepka H/wiH
JieKap.

- Axo npuemare JlynaconaH kuM kpas Ha GpeMeHHOCTTA CH, Bawmero 6ebe Moxe 12 MMa HAKOH CHMITOMH, Koraro
ce poau. Te 3anousat OOHKHOBEHO MPH PAXKJAHETO WK B PAMKHTE Ha HAKONIKO AHH CJie]l PaHETO Ha Bauwerto
Gebe. Tesn CHMITTOMY MOXE Ja BKTIOYBAT OTITYCHATH MyCKYJIH, TPerepeHe, HepPBHOCT, HeloOpo XpaHeHe,
3aTPyAHEHO AKWINAHETO H NpHNanbiH. Ako Bameto Gebe MMa HAKOH OT TE3H CHMITTOMY NPK PAXKNAHETO, WiTH CC
6e3nOKOUTE 33 HEFOBOTO 3paBe, CBbPHKETE ce ¢ Balrus Nekap WiH akylWwepka, KOHTO Lie MoraT aa Bu
NOCHLBETBAT.

- Ako npuemare dynaconak kuM Kpas Ha Bamara 6pemMerHOCT, CHUECTBYBA NOBHLICH PHCK OT NPEKOMEPHO
BarWHAJHO KbPBEHE CKOPO Clie/l PaskJaHeTo, 0co0eHO, aKO HMATEe aHAMHE3a 34 HapyWeHHUA HA KPBbBOCBECHPBAHETO.
BawHAT Nekap WIH aKylIepka TpAGBa 1a Ca HasCHO, Y€ IPHEMATE LyTOKCETHH, 3 112 MOraT Aa By NochBeTsar.

- Hanwuunwre aaHin oT ynotpebara wa Jlynaconas npe3 MbPBUTE TPH MeceLa oT GpeMEHHOCTTA HE NOKa3BaT
NOBHILEH PUCK OT 0GILK BPOACHH AE(EKTH MpH AeTeTo KaTo Lato. Ako [fynaconan ce rpHema npes stopara
NoNoBHHA HA GPEMEHHOCTT, MOJKe 2 HMA NORHINGH pHCK GebeTo 1a ce PONH NpexaeBpeMenHo (6
JIONBITHATENHH HenosoceHH Gebera Ha Beexu 100 xkeHH, KouTo npremat [lynaconas ripes BTOpaTa rnojoBHHa Ha
GpemenHoCcTTa), NPeIUMHO MeXIY 35 H 36 ceamuLa Ha GpeMeHHOCTTa.

- ¥Yseaomere Bammg nexap, ako kepMuTe. Ynorpebara Ha Jynaconay He ce npenopsHsa B NEpHOAA HAa KEPMEHE.
TpaGea na ce nocbBeTBarte ¢ Bamus nexap win dapManesT.

IIlodapane & paboTa ¢ MalyHAA
Jlynaconan moske 1a By Hakapa na ce 4yBCTBate CHHIMBA WIH 3amadnn. He wodupaiire u He H2MOM3BAfTE HUKAKBH
WHCTPYMEHTH WIH MaIIKHH, J0KaTo He pasbepere kak Bu Binse lynaconad.

Jdynacosan coAbLPKa 3axapo3a
JynaconaH chabpika 3axapoza. Axo BamusTt nexap By e kas3an, 4e HMare HETTOHOCHMOCT KBM HAKOH 3aXapH,
NoChLBETBANTE CE C HETO, MPEAH Aa B3EMETE TO3M TPOAYKT.

1. Kax na npuemare Aynacoaan

BuHaru npremaiiTe ToBa EKapcTBO TOWHO KAKTO BH e ka3an BamuaT nekap nin dapM
HeIlo, noryTaite Bawna nexap vnu papmanesT.




Jlynacolnan € 3a mepopanHo npunoxenue. Tpatsa fa NormsiaTe XancyaTa Laja, ¢ 4ama Boja.

3a oenpecus u duabemna Hesponamna Goaka:
Obwgaiinata nosa Jiynaconat € 60 mg pe sk AHEBHO, HO BammaT Nexap Ie Ha3HAYH 034T4, KOATO
e noaxonama 32 Bac.

3a zenepanuzuPARO MPeaONCHO PAICMPOTCINGO:

O6wuqaiinaTa HaYaNHA Jo3a JymaconaH e 30 mg BeIHEK JHEBHO, ClSK KOCTO HOBSHETO MAHCHTH
npuemat 60 mg seaHbk AHEBHO, HO BammaT nexap me Bu npejmuine npasuisata 3a Bac nosa.
Jo3ara MoXe Aa ce koprrapa Jo 120 mg Ha JeH Bb3 OCHOBATA Ha TOB3, KAK CE MOBIMABATE OT
Hynaconan.

3a na He 3abparnTe 3a npreMa Ha Jlynaconan, 3a Bac Moske fia e no-JlecHO A2 MpHeMaTe NEKapCTBOTO
YO €J(HO ¥ CHINO BPEME BCEKH JeH.

ToBopete ¢ Banms siexap 0THOCHO TOBa KONKO BITO e TpR6Ba Aa mpremMate Jynaconas. He
cnmpaiire nprema Ha Jlynaconan win He npoMersitte Bamara 103a, 63 Ja CTe ¢e KOHCY/ITHPANH ©
Bammws nekap. [TpapuanoTo neyenne Ha Bamerto za6onasane e BaxHo, 3a f1a Ce MOTYBCTBATE N0~
nodpe. Axo He ce neKysa, Bamero 3a6ongsane MOe /ia He OT3BYYH ¥ /1a CTAHe [10-CEPHO3HO H 10~
TPYAHO EeTAMO,

AKo cTe nprenn noseve oT HeolxoauMaTa nosa Jynaconan

Cobpikere ce ¢ Banmd nexap uim dapmanesT He3abaBHo, aK0 cTe IPHENH TO-TOJAMO KOHYECTBO
Hynaconan ot mpeamacanoto ot Bamus nexap. CHMITTOMETE Ha NPeA03Apale BIUTIOYBAT CHHINBOCT,
KOMa, CEpOTOHHHOB CHH/IPOM (pAAKO CpeIlaHa peakmnst, KOATO MOXE fa HOBERE O YCCIIAHE 3a
FOTAMO IACTHE, CBHAABOCT, HEMOXBATHOCT, Ge3noKkoiicTRO, YcelmaHe 3a OMAARCHHE, TPECKa,
U3NOTABAHE KM MYCKYJIHA CKOBAHOCT), ITPHIANbLH, NOBPHIIAHE H YCKOPEHA CEpAcTHa AeAHOCT.

AKXO CTe DpOTYCHAMH Ja npReMeTe Kyaacoran

AKo CTe mponycHaN| o3a, IpHeMeTe A BeHArA Clie) KaTo CH cnoMauTe. B ciyuali, ye € Bpeme 3a
Bamara clefBama 5033, MPECKOYeTe NPOIMyCHATATA B B3EMETe CAMO eIAHATHA J[033, KaKTO
ofukHOBeHO. He B3eMaiiTe molina 2o3a, 3a 1a KOMIIEHCHpaTe NponycHatata go3a. He nprematite
MoBeT¢ OT AHEBHOTO KONHAIeCTRO Jlynaconan, nasnadeno Bu 3a equH gen.

AKO cTe crpenn npeEemMa 5a Jlyaaconan

HE crmpafte na npuemare Bammre xancynu Ge3 ceser or Bamms jiekap, A0pH ako Ce IyBCTBaTe I0-

Robpe. Axo BammsT nexap cuere, Ge Bede He ce Hy*kAaeTe oT HynaconaH, TOH/T4 me noncka ot Bac

Ja Hamajngeate Bamarta fo3a B IpoARIDKERAE HA TIOHE 2 CeIMHULM, TIPpeM OKOHIATCITHOTO CIIApaHe Ha

TleYeHHeTo,

HsiXOH NauMenTH, KOUTO ca CHpeNH NpHeMa Ha Jlynaconas BHe3alHo, ca MOJIyYHiIM CAMIITOMH KAaTo:

- 3aMaiiBade, yCeIlaHHA 33 A3TPBIBAHE HIH yCeLIAHHA, NOA00HA Ha NpeMAHABAHE Ha
enexTpuYeckn Tok (ocobeHo B ofnacTTa Ha raBarca), HapyIICHHA HA CHHA (APKH CHHAIIA,
KommMapH, Ge3ChHNE), YMOpa, CBIIMBOCT, yeelIane 3a 6eanokoicreo M Be30y/Aa, yeemane 3a
TPEBOXKHOCT, MOBAMTane (TaficHe) WM NOBpPBIIaHE, Tpenepene (TpeMop), rmaBofomne, Goaka B
MYCKYIHTE, YCelllAHe 33 Pa3ApasHUTENAHOCT, AHAPHA, IPEKOMEPHO H3NOTABAHE HIIH CBCTORBPTEX.

Te3u crMIITOMY 0GHKROBEHO HE ca CEPHO3HH M M3YE3BAT B PAMKHTE Ha HAKONKO JAH, HO aKO HMATe
CHMIITOMH, KORTO BH TpeBoxar, noMonere Bamms nexap 3a cEBer.

AKO HMaTe HAKAKEH ROMBIHHTENHH BLIIPOCH, CBHP3atH ¢ yHoTpebaTa Ha TOBA NEKAPCTBO, NONUTAlTE
Bamms nexap unn papMalenT.

4. BuIMOXHNA HeAeJIAHH PEAKIHR

KakTo BCHHKH NexapcTBa, TOBA JIEKAPCTBO MOKE /A IpEIU3BHKA HEXENAHH Pea
BCEKH 'l oy4apa. TesH peakmun oOWKHOBEHO ca JIEKH A0 YMEPEHHA M 9eCTO H3Y
ceaMuAny.



MHOro JecTH HekeIaHA PEAKITHH (MOXEE T4 IAcCerHaT morede or 1 ua 10 Yopeka)
- rnasoGonHe, yceqaHe 3a CHHAMBOCT

- NoBAHrane (raficHe), CYX0Ta B ycTaTa

YecTn HekeIaHN PEaKIHH (Moxe Sa 3acer#aT g0 1 na 10 Jonexa)
- JHOCA HA anCTHT

- TpobreMH che CHHS, yeeaHe Ha Ge3N0KOACTRO, HAMAICHO NOJIOBO BICYEHHE, TPEBOXKHOCT,
TpYAHO HOCTHTaHE JO WIH JINICA Ha OpraybM, HeoOHYaliHH CHHAIA

- 3aMafHOCT, ycenjase Ha CrabocT, TpeMOop, M3TPBIIBAaHE, BKIOYHTEIHO H3TPHIBARE, HACTPHXBAHE
HJIA MPaRy4KaHe 10 KOMXATA

- 3aMBITEHO 3pEeHHE

- TOIyM B ymmTe (MyBaHe Ha IIyM B YIIHTE, KOraTo HAMa BbHIEH H3TOYHHK Ha 3BYK)

- YCeLIAHE yJapHTe HA CHPUETO B ILPIHTE

- TMOBAIICHO KPLBHO HATLTAHE, 3a9e¢PBABAHE

- NO-YECTO NPO3ABIHE

- 3amex, AMapwf, CroMalNHa Gonka, nosphiNaHe, KHCEIMAR WIH JIOMO XpaHOCMANIAHE, OT/IEINHE Ha
rasose

- 3acCHJIEHO IOTeHe, (crpbam) obpus

- MycKyaHa 6olka, MycKyNeH cassm

-  GonesneHo ypHHMpaHe, 4ecTOTO YPHHUpPAHE

- npoGneMH ¢ JOCTHrAHETO A0 epexLs, MPOMEHH B esKy/IauMaTa

- OpHOAmGUH (IMaBHO MPH X0pa B CTAPIECKA BB3PACT), YMOpa

- 3ary0a Ha Ternoro

MeliaTa | IOHONIATE Ha BB3pacT 10f 18 rommHy ¢ Aenpecns, KOATO €A IEKYBaHK ¢ TOEA JCKapCTBO,
HMAT Manka 3ary0a Ha TerJio, KOraTo 3a MbPBM ITST 3ali09BaT Ja Io npreMar. TerioTo ce ORAIIABa
70 CHOTBETHOTO TETTO NIPH APYTHTE Jiena ¥ IOHOMIH OT TAXHATA BB3PAcT A MO ciel 6 Mecena oT
JeueHueTo.

He4ecTn HexeIaHH peakal (MOXe A 3acersaT Ao 1 Ba 100 9oBexa)

~  BB3MANEHHE HA I'BPAOTO, HPHIHASBALID JIPesTaB Iiac

- MHCIH 32 caMoyGwiicTBO, mpobnemMu chC CEHHA, CKBPIAHE CBC 350H HWIH CTHCKaHE Ha 3506H,
YYBCTBO 3a AEe30PHEHTAIMA, JIHNCA HA MOTHBAIMNA

- BHE3aIIHY HEROJIHH KOHBYJICHH HIIH TIOTPEIBAHAS HAa MYCKYJIHTE, Ycemane 3a 6e3nokolicTRO WIH
HeCOCOOHOCT Ia ceIUTe WK CTOMTE CNIOKONHO, YCemaHe 3a HEPBHOCT, 3aTpyAHEHA
KOHLCHTpAUHA, TPOMEHH BEB BKYCOBHTE yCelllaHHd, 3aTPY/HEHO KOHTPOJMPAHE Aa JBHECHIACTS,
HaIIp., THIICA HA KOOPAHHAIIAR WM HEBONMHA ABMKSHHS HA MYCKYIIHTE, CHHAPOM Ha
HECTIOKQMHATE KpaKa, IO ¢CELH

- PasiIMPEHH 3¢HHIM (THMHATA HEHTPATHA JacT Ha OKOTO), TpobNeMH CBC 3pEHHETO

- 9YBCTBO Ha CHHNIHBOCT HIIH ,,BHEHE Ha CBAT” (CBETOBLPTEXK), H0Ka B yIIHTe

- YYeCTEHO H/WIH HEPHTMHYHO GHeHe Ha CLpUETO

- TPpHOATEK, 3aMasRoCT, IpHYePHABAHE HITH NIPHTIANAHE [IPY WIIPABAHE, CTYICHH IPRCTH HA
PBIETE H/AITA HA XpaKarta

-  CTATraHe B IBPIIOTO, KPHBOAAINBH OT HOCA

- NOBpbIAHE Ha KPBE HITH KaTpaHeHO-9ePHA M3NpaXHEHNA ((pexaTin), TaCTpOCHTEDHT, OPATBAHE,
3aTpyAHEHO NperTbiane

- ' PB3MANCHHE HA YepHHA Apo0, KOSTO MOKe 13 MPHIMHH kopemHa GoJKa ¥ NOXBATABAHE Ha KOXKATa
A Ba GA10TO Ha oauTe

- HOIHAH W3OTABAHMA, OGpHE, CTylcHa 10T, 9YBCTBHTENHOCT KbM CITHHYEBATA CBE
NOBHIICHA CKIOHHOCT KM 00palysane Ha CHHEHA ;

- MYCKYJHO HANpeeHHe, HOTPENBAHE HA MyCKYJIHTE




- 3aTpy[HEHWE WM HEBB3MOXKHOCT 33 YPHHHpaKe, 3aTpy,AHEHO HA9aNo HAa YPAHHPAHETO,
Heo0X0MMOCT OT YpHHHpaHe npe3 HOIITA, HeOGXOMMMOCT OT TI0-4eCTO YPHHHPaHE 0T
o0HKHOBEHO, cnaba cTpyd Ha ypHHaTa

- neobwvaliHo BarWHATHO KEpBEHE, HapPYINeH MEHCTPYAIEeH QHKD, BXIIOUHTENHO TeXKH,
Gone3neHy, HepeIOBRHA HIIH NPONbIDKATENHH MEHCTPYAIHH IUENH, He0OMIalftHO NEKH AR
JIHTICBAINA MEHCTPYAITHH [HKIIH, 60NKa B TeCTHCHTE WA CKPOTYMa

- Gonka B rpbAHAS KO, 9YBCTBO 32 CTYZ, RAKAE, TPENepere, TyBCTBO 34 TOIIHHA, HeoOHdalina
NOXOIKA

-  [oKagBaHe Ha TErNOTO

- JlynaconaH Moxe Jia IPpAYHHEH edexTH, KOHTO BHe MOXe /la HE YCETHTE, KaTo [OBHIIABAHE HA
HHBATA HA 9epHOAPOOHHTE eHIMMM H/TH HA HABATA Ha Kammii, kpearnHuH pocdoknHasa, 3aXap
HIIH XOJIECTEpON B KPBBTa

Peaxn HeaxelaRH PpeakiHH (Moxke [a 3aceruat Ao 1 na 1 000 uonexa)

- CepHO3Ha aNeprAvHa peaknnd, KOATO IPATAHABA 3aTPyAHCHO JHRIAHE AITH 3aMaNHOCT, C
NOYBAHE HA €3UKA WIH YCTHHTE, AllePrAdHA PEaKiHu

- HaMaieHa QYHKI[HA Ha IHTOBMAHATA AUIE3a, KOSTO MOXKE a NPHIMHA YMOpPa HIIH IIOKaTRARE Ha
TETNOTO

-  obespoyiHABaHe, HACKH HARA HA HATPHI B KPBHRTA (IMaBHO IPH Xopa B CTAPYECKa BH3PACT;
CHMITTOMHTE MOJKE ia BKJIIOTBAT YCeaHe 3a 3aMadHOCT, cnafocT, 00bPKAHOCT, CHEAHBOCT AIIH
CHJIHA YMOPa, HITH raJicHe WA NORPEIIAHE; TI0-CEpHO3HH CHMITTOMHE Ca MPANOMAaBaHe, MPHCTHIIN
HIH NPANaILIK), CHHIPOM Ha HealeKBaTHa CeKpelHa Ha aHTRAnypeTHacH XopmoH (CHATX)

- caMoybriicTBeHO NoBeeHNE, MaHUA (CBPBXAKTHBHOCT, CKAYAIIA MACTH ¥ HAMaNeHa Hyk/a OT
CBH), XaMONHHALHH, aTrPECHBHOCT ¥ F'HAB

- ,,CepoTonnsoB CHEAPOM™ (pAOKO CpellaHa peaki(as, KOAT0 MOXE /13 I0Bee A0 IyBCTBO HA
TONAMO LIACTHE, CHHIHBOCT, TPOMaBOCT, GeanoxoiicTBo, ycemaHe 3a OlMAsHEHAE, TPECKa,
HM3NOTABAHE HIIHM CKOBAHOCT HA MYCKYJMTE), IPHNATHIH

- MOBHIISHC BBTPEOYHO HamArane (TIaykoMa)

- KallTAUa, XpHIToBE H 3aAYX, KOATO MOTaT fa O54aT MpHApYKEHH OT BACOKA TEMIIEPaTypa

- BB3NancHHe Ha yCTaTa, NOABA Ha ApkovYepBera KPbB B H3NpakHeHuATa By, iom qpX, Bh3naNeHne
Ha [1e6eN0To 4epBO (NPEAA3BAKBALIC JHAPHN)

- HepHONpoOHA HENOCTATHIHOCT, KLJITO OLBETABAHE HA KOXKATA M Ha 64710TO Ha OUHTE
{(KBITCHALA)

- cuHIpoM Ha CTHBBHC-/[ROHCHH (cepHo3Ho 3abonsBeane ¢ o6pasysane Ha MEXYDH [0 KOXKaTa,
ycTara, OMHTe H [IOJIOBUTE OPraHu), CepHO3HA ANCPrudHE peakilus, KOATO NPHINHABA NORYBaHe
Ha JIHIECTO HIH IEPAOTO (AHTHOCACM)

- CIAa3MHA Ha YEIOCTHHTE MyCKYIH

-  OpOMeHEH MApHC Ra YpHHATa

- MeHOMAay3aliHA CHMITTOMH, HeoOHyailiHo oTHeN He HA KbpMa TIPA MBS FITH KEHH

- OPEKOMEPHO BarHHAIHO KPHBOTEUSHHE, MATTKO ClIefi pAKIAaHETo (OCNEPOIOBO KPEBOTEICHHAE)

Mm=oro peaxn Hexe/IaHH peakun (Moxe Aa 3acernat Ao 1 na 10 000 9oBexa)
~  BB3NANCHHE HA KPLBOHOCHHUTE CHICRE HA KOXKATA (KOAKCH BaCKYIIHT).

CrobilaBane HA HEXe/I2HH PeaKiun
AXO nolyvHTe HAKAKBY HEXENI2aHW PEAKIUH, YBeoMeTe Bamms nekap wmm dapmanest. ToBa

BKIIOTEA BCHYKH BH3MOJKHHM HEONHCAHRH B TalH MHCTOBKA HExeNaHA peakiHy. MoxeTe CBINO Aa
CBOGIIHTE HeXXeNaHH peakiUH AUPeKTHO Ype3 M3ambnATeNHaTa areHIus 10 JIEXAPCTBATA, YIL

HeXeJlauy peakiyH, MOJKeTe Ja JlafieTe cBOA NPHHOC 3a MO/yYaBaHe Ha 10Bede HH
6€30MacCHOCTTA Ha TOBA JIEKAPCTRO.



5.  Kak aa cexpansasate [yaacosan

Ha ce cbXpaHsBa Ha MACTO, HEAOCTBITHO 3a Jielia.

He u3non3eaiite ToBa IekapcTBO Cliell CpOKa Ha TOAHOCT, OTOENA3aH BBPXY KAPTOHEHATa OMaKoBKa.
To3u nexkapcTBeH NMPOYKT HE H3HCKBA CMIEIMATTHH YCJIOBHA HA ChXPaHEHHe.

He u3xBbpIisTe NekapcTBaTa B KaHANTH3ALMATA HIIH B KOHTeliHepa 3a JoMalHy otnaxsin. [Tormmraiite
Bamms dapmaleBT kak a H3XBBPJIATE JIEKapCcTBaTa, KOHTO Beue He u3nonssare. Te3n MepKH Lue
CIIOMOTHAT 3a Ona3BaHe Ha OKOJIHATa cpefa.

6. ChabpikaHHe Ha ONMAKOBKATA H A0NLJIHHTEIHA HHGOpMAIHS

Kakso cbabpka [dyaacoian

- AKTHBHOTO BEINECTBO € € NYJIOKCETHH KaTO XHIPOXJIOpH]I.

Beska KaHCiJ'[a t:'bm.ixca 30 mi ﬁnoxcemﬂ il(aTO xn,uioxmﬁwli.

- JpyruTe cbCTaBKH ca:

o CuaepikaHHe Ha KalCyJNaTa: 3aXapHu cdepH, HapeBHYHO HHUINECTE, CHIIONAMED Ha
MeTaKpuIoBa KucenuHa-eTwiakpunar (1:1) nucnepeus 30% (Eudragit L30D55),
XHIIPOMENO03a, 3aXapo3a, CHIHIHEB JHOKCHI, KOJIoHAeH Oe3BoeH, TalkK, TPHETHIIOB
uutpar, Plasacryl T20 (rnmueprioB MOHOCTeapar, TPHETHIOB MTpaT, mommcopbar 80)

o OOBHBKa Ha Karicynara:

- kancynu 30 mg: TuranoB auokcun (E171), senarnn, FD&C Cunso 2, Bona
- kancymm 60 mg: turanoB guokcus (E171), xenatun, FD&C CuHpo 2, XBAT
xenesed okeuy (E172), Bona

O 3e/IeHO MacTHJIO: LIEIUIAK, TIPOANIEHTIHKOI, KATHEB XHAPOKCH, YePEH Kele3eH OKCHL
(E172), xwnT xenesen okcuzn (E172)

o bano mactuno, wennak, NpoNHIEHINHKON, NOBHAOH, THTaHOB AnokcHa (E171)

Kak msraexaa Jlyaco/aH H KaKBO ChIbLpPAa ONAK0OBKATA

Hynaconan e cToMaImHo-yCTOHYMBA TBBpAA Karcya. Beska karncyJia ChIbpika MejeTH OT TyTOKCETHH
XHAPOXJIOPHU]I C HOKPHTHE 3a 3alIMTa OT CTOMALIHATA KHCEJTHHA.

Kamncynure [lynaconan ot 30 mg ca TBBp/IH XKeIaTHHOBH KAICYJIH, C OTIEYATaH ¢ MACTHIIO XKBIT
Hagnuc “DLX” Bb HENpo3pa4yHoOTO CHHBO Kanave ¥ “30 mg” BbpPXY HENPO3pa4HOTO 050 TSIO.

Hynaconan 30 mg cromalnHo-yCcTOHYHBH Kancynu ce npeasnara B onakoeku no 7, 10, 28, 30, 56, 84,
98, 100 u 500 xancynmu.

He BcH4ky BHIOBH ONaKOBKH MOTAT Ja Osaar IIYCHAaTH B HpOlIEDKﬁEL

IIpuTexaTen Ha pa3pelieHHETO 3a YNoTpe6a H MPOH3BOAHTE

IIpuTexaren Ha pa3pelleHHETO 3a YNoTpeba
G.L. Pharma GmbH

Schlossplatz 1
8502 Lannach
ABcTpud




TlponspoguTen

G.L. Pharma GmbH
Schlossplatz 1

8502 Lannach
ABctrpnas

To3H nexapcTBeR NPOAYKT € paspeinen 3a ynorpeba B AupxaBuTe wienku na EAI nog
cleHHTE HMEHA;

ABcTpHa Dulasolan 30 mg magensaftresistente Hartkapseln,
Dulasolan 60 mg magensaftresistente Hartkapseln
Brirapus Hynaconan 30 mg croMamHO-yCTOHYMEH TEBPAM Kalcyin

Jynaconan 60 mg croMamHo-YCTOWIMBH TEBPEH KANCYTH
Yemxa pernry6imka Dulasolan 60 mg enterosolventni tvrdé tobolky

VHrapus Dulasolan 30 mg gyomornedv-ellendllé kemény kapszuia
Dulasolan 60 mg gyomornedv-ellenalld kemény kapszula
JIntBa Dulasolan 30 mg kietos skrandyje neirios kapsulés
Dulasolan 60 mg kietos skrandyje neirios kapsulés
Hupepnanmus Dulasolan 30 mg harde maagsapresistente capsules
Dulasolan 60 mg harde maagsapresistente capsules
Pymeaus Dulasolan 30 mg capsule gastrorezistente
Dulasolan 60 mg capsule gastrorezistente
Cnopakus Dulasolan 60 mg tvrdé gastrorezistentné kapsuly

AaTa Ha nocleano NpepasTAcKIaNe Ha JACTOBKATa 12/2020




