JIncroBka: HHGOpMaAIHA 32 NOTPeOHTENH

Enudaii XR 37,5 mg kancyJin ¢ yabKkeno ocso00KAABAHE, TBBPAH
Elify XR 37.5 mg prolonged release capsules, hard
Eandaii XR 75 mg xancy,iH ¢ yab/keHo 0¢BoGOMIaBAHE, TBBEPAH
Elify XR 75 mg prolonged release capsules, hard
Eangaii XR 150 mg kancynn ¢ yab/JKeno ocBoboxxaaBane, TBRbpAH
Elify XR 150 mg prolonged release capsules, hard

BeHJadaxkcun/venlafaxine

HpodereTe BAMMATENHO MAJIATA JIHCTOBKA, IpeAH A 3aNovHeTe Ja NpHeMaTe TOBA JeKapCTBO, ThH
KATO TH ChABPAKA BaXKHa 32 Bac aadopmanus.

- Janasere Ta3Hu JTHCTOBKA. Moxe aa uMarTe Hyxkaa Aa £ [MPOYETeTe OTHOBO.

- AKO MMaTe HAKAKBH JOMBIHHTENHH BBITPOCH, nonuTaiite Baus nekap nny papMauesT.

- ToBa nekapcTBoO € npeanucaHo JuyHO Ha Bac. He ro npeoTcrenpaiite Ha Apyru Xopa. To MOXe la UM
HABPEIX, HE3aBHUCUMO Y€ NPH3HALIMTE Ha TAXHOTO 3a0019B8aHe ca ChLUIHTE KakTo Balure.

- AKO NONMYYHTE HAKAKBH HEKENaHH peaxiuM, ysenomeTe Bamms jnekap wau dapmanert. Tosa
BIJIIOYBA U BCHUKH Bb3MOXKHH HEXEIaHH peaklMy, HEOTTHCaHd B Tasd MUCToRKa. Brkre Touka 4.

B Ta3u ancTOBKA: | N3NLAHUTENHA ATEHLWR N0 NEKAPCTBATA
Kakso npeacrasngra Enudain XR u 3a kakso ce Hznon{?acmom ﬁpumx&nua 2

Kakgeo Tpabsa aa 3naete, npeau aa npvemere Enndait KR ,.{ (, v :3 / / / 51/
Kak na npuemarte Enudaii XR Kom Poz. Ne
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1. Kakso npeactaBnnba Enndaii XR 1 3a KakBo ce H3N03BA

Enudait XR ¢habpxa akTHBHOTO BELLECTBO BeHNA(aKcHH.

Envgaii XR e aHTHAenpecaHT, KOATO MpHHAAJIEXKH KbM IpyNa J€KapcTBa, HApEYeHH HWHXWOHWTOpH Ha
oOpaTHOTO 3axBalllaHE Ha CEPOTOHMH W HopaapeHanvH (SNRIs). Tasu rpyna aekapcTsa ce H3MON3Ba 3a
JIEUEHHE HA ACTIPecHs H APYTH CLCTOSIHUA KATO TPeBOXKHH pascTpoiicTea. He € HAMBAHO ACHO Kak ACHCTBAT
AHTHeNPECAHTHTE, HO T€ MOTAT J1a MOMAraT Ypes MoBHILAaBaHe HHBATA HA CEPOTOHHHA H HOpenMHE(pHHa B
MO3bKa.

Enudaii XR e nedeHue 3a su3pacTHu ¢ Aenpecds. Emudaii XR e cblio neveHHe 3a Bb3PACTHH CbC CIICHHTE
TPEBOKHHU Pa3CTPOHCTRA: TEHEPaNH3HPAHO TPEBOKHO Pa3CTPOHCTBO, COHMMANHO TPEBOXHO Pa3CTPOHCTBO
(cTpax W M30ArBaHE HAa COLMAJIHW CHTYAllUM) M TNAHHYECKO pa3CTPOMCTBO (NMPHCTBIM Ha NaHHKa).
[1paBunHOTO NeueHHe Ha AenpecHATa WIH TPEBOKHHUTE pa3CTPOMCTBA € BaXKHO, 3a Jd CC [IOHYBCTBATE M1O-
noOpe. AKO He ce JIeKyBa, BalleTo chCerogHHE MOXKE /1a HE OTIIYMM H MOXKE /14 CTaHe MO-~CEPHO3HO M MOo-
TPYAHO 32 JIeYEeHHE.

2. Kaxso TpaOBa 1a 3naete, npeau 1a npueMere Enudail XR

He npuemairite Enudgaii XR:

- aKko CTE alepruvHy KbM BemwladakCHMH WIH KbM HAKOA OT OCTaHAIWTE ChCTaBKHM HA TOBA JIEKapCTBO
(136poeHH B Touka 6)

- aKo TIpHeMAaTe ChIIO WIM CTe MPpHEMATH B PAMKHTE HA focieaHdTe 14 AHH HAKAKBH JICKapCTBa,
U3BECTHH KAaTO HEOOpaTMMH MOHOAMHHOOKcHMAasHH uHxubOutopn (MAOH), usnon3saHd 3a JEUEHHE Ha
aenpecus unH Gonectra Ha [lapxuHcon. Ilpuemanero na neoOpatum MAOW ¢ Enugain XR, moxe na

noHe 7 JHH, cnex Karo coperte aa npuemarte Enudait XR, npeau na npnema're HAKAKB Y '
Touka “JIpyru nekapcrea v Enngait XR u uadopmaimara B TasH Touka 3a «CepoToiiim

HpeaynpexaeHns B NpeINa3Ha MePKH
I'osopere ¢ Bammna nekap wiu hapMaiest npeam na npuemere Enudail XR:



. AKO H3MOJI3BATE APYIH JeKapcTBa, KOUTO, NpHETH 3aeaHo ¢ Enudait XR, Onxa mMorin ga nosvuiat
PHCKa OT Pa3sBHTHE HA CEPOTOHHUHOB CHHAPOM (BK. Touka “ JIpyru nekaperea u Enmdgaii XR”).

Axo HMaTe ouHH NpobiieMH Kato oNpeesieHH BUIOBE TilayKoma (TIOBHLICHO HalAraHe B OKOTO).
AKO HMAaTE aHaMHE3a 32 BACOKO KPbBHO HAJISTaHE.

AKO HMaTe aHaMHe3a 3a ChPACYHH IPOSAEMN,

Axo ca Bu kassanu, ue umarte HenpasUAeH ChpAEUcH PUTHM.

AKO HMaTe aHaMHe3a 3a pUNagbUH (TEPUYOBE).

AKO HMaTe aHaMHE3a 33 HUCKH HHBA Ha HATPHil B KPLBTA (XHIOHATPEMMS ).

AKO ¥IMaTe aHaMHe3a 3a HAPYLIEHHA B KPbBOCBECHPBAaHETO (CKIOHHOCT Ja 0oOpasyBaTe CHHHHH WIH
CKIIOHHOCT 12 KbpPBHTE JIECHO) WIH aKO NpHEMare IPYrH JEKapCTBa, KOMTO MOrar Aa NMOBHHIAT PHCKa OT
KBpBEHE, Hanp. BapdapHH (M3MON3BAH 3a NPEJAOTBPATABAHE Ha KPbBHH CbCUPELIM) WIH ako c¢Te OpemeHHa
(BXK. ,,bpemennocr, kbpMeHe H hepTHaHTET).
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. AKO AMaTe aHaMHe3a WIH ako HIKOH BLB Banieto ceMeWCcTBO € Mmay MAHHA WIH OMIONApHO
Pa3CTPONCTBO (YyBCTBATE C€ CBPBXBB30YACHH HITH €Y(POPHYHH).
* AKO HMaTe aHAMHE3a 3a arpecHBHO TIOBEACHHE.

Enngaii XR Moxe pa npuumnie ycewane 3a 6e3noKoMCTBO WM HECTIOCOOHOCT Aa ce CTOH
CMOKOHHO B CE€IHAJIO WM M3MPABEHO NMOJIOXKECHHE NMpe3 ITBPBHTE HAKOJIKO CEJIMHLH OT nedennero. Tpsabsa na
kaxere Ha Balusg nexap, ako ToBa Bu ce cayun.

Cexcyanuu npobiemu

JlekapcTBa KaTo BeHnadakchH (HapeMeHW WHXHOMTOPH Ha ODpPaTHOTO 3aXBalllaHe HA CEPOTOHHHA M
HOPAAPCHATHHA) MOTaT Ja NPHYHHAT CHMITOMH Ha HapyiueHHe Ha cekcyaiHara (yHkums (Bx. Touka 4). B
HAKOH CJIy4aH TE3U CHMITOMH NMPOABILKABAT Clie]] CIIHPaHe Ha JICUCHHETO.

He ynortpebdBaiite ankoxoi, nokato ce nekysate ¢ Enudait XR, Tl kaTo TOBa MOXKE /1a JoBeae A0 Kpaiina
yMopa M 3aryba Ha cb3HaHHe. ChbIbTCTBALIATA YIOTPeDa ¢ aIKOXOI W/WIH ONpeieeHH JIeKapcTBa MOXKe 1a
BJIOLLH CHMIITOMHTE Ha JENPEeCcHs U Apyrd 3a00BBaHKS, KaTO TPEBOXKHH Pa3CTPOMCTBA.

Mucan 3a camoy0OH¥cTBO H BiomaBane HA BameTo qenpecHBHO HIH TPEBOKHO PA3CTPOHCTBO

AKO CTe HenpecupaHd M/WIH UMATe TPEBOKHH pa3CTPOHCTBA, MOXKETE MNOHAKOra Aa HMaTe MHCIIH Aa C€
CaMOHapaHUTE WK caMoyOunere. Te3n MUCIH MoraTt Aa ce 3acWIAT, KOraro 3anoyHeTe Ja NPUEMATe 3a MpLB
MbT AHTHACOPECAHTH, TBH KATO 3a BCHYKU TE3H JIEKapCTBa € HEOOXoAMMO BpeMe, MPEAH Ja 3aroyHar Ja
AcHCTBAT, OOHKHOBEHO OKQAO /1BE€ CEAMHLI, HO MOHAKOTA U NO-ABATe. Te3W MHCIU MOraT Aa ce NogBiT U
MpH TIOHKDKABAHE Ha J03aTa WM MPH npekpaTsBaHe Ha JieyeHueto ¢ Enudait XR.

WMma no-ronsma BepoATHOCT 11a MHCJIHTE TaKa:

. AKO NpeaM TOBa CTe HMATH MUCIIH a C€ caMOyOHeTe WIM 1a ce CAMOHAPaHHUTE.

. Axko cre mnaaex. MHpopmammara or kIMHHYHWTE TNPOYYBaHHs TNOKa3Ba [IOBHIIEH PHCK 3a
CYHLIMIHO TOBECHUE TIPH MIaAEKH (rton, 25 roJJHiIHa Bb3pacT) ¢ NCHXHATPHYHH ChCTOAHUA, KOMTO ca OWIH
JIEKYBAaHH C aHTH/ICTIPECAHT.

AKo HSKOra WMaTe MHCIM 3a CaMOHapaHABaHE WM CaMOYOMICTBO, CBBbpXeTe ce ¢ Bawws nekap WM
He3abaBHO oTHUAETE B DOMHUIA.

Moxke na e NoNIE3HO A KakeTe Ha POJHHHA HIH OJIM3BbK NPHATE], Y€ CTe ZeNpPecHpaHH WK HMATE TPEROXKHO
pa3sCTpPOHCTBO, ¥ 11a I'M MOMOJIMTE Ja NpOoYeTaT Ta3u JAucTorka. Moxkere na ru nomonure aa By kaxar, ako
MHCHAT, HC Baitnyre ACTIPeCHA HUJIH TPECBOAKHOCT C€ B/clliaBat, HAH aKo TC C¢ TPEeBOXKAT 38 IIPOMCHH BBE
Bawuero noseacHwue.

Cyxora B ycTaTa
Cyxora B ycTara ce cro01asa npu 10% ot naumeHTHTe, NeKyBaHHu ¢ Berwnagakcud. Tosa Moxe J1a
NMOBHIIM PHCKa OT KapHec. ETo 3a10 tpabea aa oObpHETE cneuHaTHO BHUMAaHHUE 3a XHI'MeHaTa Ha

Baunrte 31n0u.

3axapen nuader
HuBara Ha KpbBHaTA 3aXap MOXKe [a ¢€ IPOMEHAT B PE3YJITAT Ha NPHII0KEHHETO Ha
12 HAJI0KH KOPHTHUpaHe Ha fo3ata Ha Bainwre anTuanabeTHH nekapcTea.




Hena H 10HOMH

Eingain XR tpabea HOpManHO fAa He ce H3MOJI3Ba 3a Aela H oHour noa 18 roaunn. Coino Taka Tpabsa na
3HaeTe, Y€ NauMeHTHTE noa 18 UMaT NoBHILIEH PUCK OT HeKeaHW peakliM, KATO CYMLHIEH OINHT, CYMUHAHU
MHCIIH B BpaXaeOHOCT (IpeAMMHO arpecus, ONO3MIMOHHO MOBEAEHHE H THAB), KOraTo NMpPUEMaT TO3H KJac
nexapcrea. HezaBucumo or toBa BawmmsaT nekap moxe na npennume Enudad XR 3a nauvdenTu nox 18
roAMHYM, ThH KaTo TOW/TS peliaBa Jajny TOBa € B TeXeH Hal-ronam uHTepec. AKo BauusaT nexkap e npeanucan
Emadait XR 3a nauneHt noa 18 roauun v Bue Hckare 12 o6ChHANTE TOBA, MO OOBLPHETE CE€ OTHOBO KbM
Bauius siekap. Tpabsa ha undopMupate Bawms nekap, ako ce NOABH WIH BJIOLUH HAKOH OT H3GPOEHHTE MO-
rope CHMNTOMH, Korato nauveHtate noa 18 npuemar Enudaii XR . OcBeH ToBa ALATOCPOYHHTE €(PEKTH Ha
Emidaii XR Bbpxy Oe3somacHocTTa 3a pacrexka, CH3PABAHETO M Pa3BUTHETO Ha MO3HABaTEJHWTe
CIOCOOHOCTH U MOBEAEHHETO B TA3U BB3PACTOBA IPYIa BCE OLIE HE €A JEMOHCTPHPAHH.

Apyrn dekaperea n Enndai XR

HNugopmupaiite Bammsa nexap unu ¢gapmanest, ako npHeMare, HACKOPO CTe MPHEMAIIM WK € Bb3MOXHO Ja
MpUEMATE [JpPYTH JCKAPCTBA.

BawuaT nekap TpAOBa aa pewn aanu Mmoxere 1a pieMate Enudai XR ¢ apyrn nexapcersa.

He 3anouBaiite ¥ He CMupaiiTe fa NpUeMaTe KaKBHTO M A4 € JIEKapCTBa, BKIIOYHTENHO M TE3H, KyNyBaHH 0e3
peLenTa, MPUPOIAHH WiIH OWIKOBH JIEKapcTBa, MpeaH Ia ce KOHCYNITHpaTe ¢ Baluud nexap wiH ¢apMaLEBT.

. MOHOaMHHOOKCHIa3HH HHXHOUTOPH, KOHTO Ce M3MO/I3BAT 3a JiIcueHHe Ha JenipecHs WM [TapxuHcon
He TpsabBa na O6baaT npuemanu ¢ Enngaii XR. Veenomere Bamma nexap, ako cre NpUeMalH TE3H
nekapcTBa npes nocneguute 14 gunm (MAOU: pxk. Toyka “Kakpo Tpabpa aa 3HaeTe mpedd Aa MPHEMETE
Enmndait XR™).

. CepoTOHHHOB CHHAPOM:

[loTeHIMANHO XKMBOTO3ACTPAIIABALLG CHCTOAHUE WM PEeaKUWH, HANOAODABALUM HEBPOJIENTHYEH MaTHIHEH
CHHAPOM (BXK. TOUKa “BB3MOMKHHM HexeNaHH peaklMn™), MOKE 1a CE€ NOABH NMPH JICUEHHE ¢ BeHNapaKkCHy,
ocobeHO KoraTo ToH ce mpHeMa ¢ Apyry NEKapCTBa.

[lpumepHTe 3a TakHBa NEKapCTBA BKIIIOYBAT:

. TpunTaHu (M3MON3BaHH 32 MHrpeHa)

. JApyru nexapcTea 3a nedeHue Ha aenpecus, HanpuMep SNRI, SSRIs, Tpuumknuyan aHTHASTIPECAHTH
M JIeKapCTBa, ChAbPXKAIIM JTUTHH

o JlexapcTea, chabpkalld amdpeTaMHHH (HM3MON3BaHH 34 JjeueHHe Ha CHHApOM Ha ae@HUIHT Ha
BHHMAaHHETO W XUnepaktupHoCT — CJ/IBX, HapKonerncHs H 3aTibCTABAHE)

. Jexapcerpa, ChABPKAUIK JIMHE30AMA, KOHTO € aHTUOKOTHK (M3MON3BaH 32 JICYEHHE Ha HHPEKLHH)

. JlekapcTea, chbabpkalll Moknobemuz, koito e obpatim MAOHM (u3non3pan 3a neuycHHe Ha
JCTpecHn )

. JlekapeTBa, ChABpPKALIK CHOYTPAMHH (M3NON3BaH 33 NOHHXKEHKHE Ha TErNOTO)

. JlekapcTBa, cbBabpkawM OynpeHophuH/TpaMangon, (EHTaHWI, TaNE€HTaAoA, TMETHAHH MM
NEHTAZOLMH, H3MO3BAHH 32 JIEYeHHE Ha CHJIHA DOJIKa

. JlekapcTra, ChaABpHALLH AeKCTPOMETOpdaH (M3MOM3BaHH 32 IEYEHHE HA KallTHLA)

. JlekapcTRa, ChAbpAKALIN MeTadoH (M3NOA3BaHHK 3a JICUEHME Ha ONHOHIHA HAPKOTHYHA 3aBHCHUMOCT
Hx CUITHA OO0JIKA)

d JlexapcTBa, ChOBPHKALLH METHIIEHOBO CHHBO (M3NOJI3BAHM 3a JIeueHHE Ha BMCOKH CTOMHOCTH Ha
METXEMOITIOOHH B KPBBTA)

. [IpomykTy, chaBbpKALIN KEAT KAHTAPHOH (HApHYaH owe Hypericum perforatum, KOHTO € NPRPOAHO
WIH OMIKOBO JEKAPCTBO, H3MION3BAHO 3a ICUEHHE Ha JeKa JenpecHs)

. [IpoaykTyTe, ChaAbpxKAIIM TPUNTOGAH (H3MON3BAHK 38 NpoONEMH, HAIPUMEP ChC CbHA U JENpecHs )
. ANTHNCHXOTHUM {H3TIOJI3BAHH 34 J1IeHEHHE Ha 3a00NaBaHe CbC CHMITOMH KaTO YyBaHE, BIDKIAHE HIH

ycelllaHe Ha HELla, KOUTO HE ChIIECTBYBAT, HEYMECTHH BApBaHUA, HEOOHYalHH NOKO3peHHS, HEACHH MOTHBH
¥ 3aTBapaHe B cede CH).

Ilpu3nauute ¥ CHMOTOMMTE BAa CEPOTOHMHOBR CHHJAPOM MOTAT Aa BKMOYBAT KOMO
HECTMIOKOHCTBO, Xa/llOLIMHALIMH, 3ary0a Ha KOOPAMHALIHA, YCKOpPEHa CbpAe4Ha ACHH
TeMnepaTypa, OBP3H NPOMEHM B KPLBHOTO HANSTAHE, CRPBLXAKTHBHH pe(eKcH
NOBPBINAHE.



B Hali-texxkara cH ¢opMa CEPOTOHHHOBUAT CHMHAPOM MOXe 1a Hanoaobssa Hesponentuuen Manurhen
Cunapom. [lpusnaiumte M cuMOTOMMTE HAa HEBPOJENTHYHHA MAJIMPHEH CHHAPOM MOTaT Jia BKIOYBAT
koMOUHALHA OT TpecKa, YYECTEH ChPACUYEH PUTHLM, H3NOTABAHE, TEXKA MYCKYJIHA CKOBaHOCT, 00BbpKaHOCT,
NOBULIEHH MYCKYNHH €H3UMH (YCTAaHOBEHH NPH KPBBHH H3C/CABAHUA ).

Ypeaomere Bamina nexap He3afaBHO HJIH NoceTeTe CMENIHOTO OTJAE/eHHE HA HaH-OA3KaTa OoaHMNA,
AK0 MHCJIHTE, 1€ PA3BHBATE CEPOTONHHOB CHHIAPOM.

Yeenomere Balius nekap, ako npueMare JieKapcTea, KOUTO MOraT jia MOBTUSAT ChbpAeYHHS Bu puThM.

[IpumMepH 3a TakHBa NeKapcTBa BKIIIOUBAT:

* AHTHapHTMHUM KaTO XHHUAHH, aMHOAAPOH, COTAIO0N WIH AcdeTwina (M3N0A3BaHK 32 JIEYEHHE Ha
HETIPaBHJIEH CHPACUYEH PUTHM )

. AHTHIICHXOTHIM KaTO THOPH/IA3HH (BK. CBIIO CEPOTOHHHOB CHHIIPOM [0-TOpE)

¢ AHTHOMOTHUM KaTO EPHTPOMHLIHH HIH MOKCH(JIOKCALHH (M3MON3BaHH 3a OaKTepHaHH HHPCKLIMK)
® AHTAXHUCTAMMHH (M3MI0N3BaHH 3a ICUEHHE HA AJiCPrHH).

CnenHMre JIeKapCcTBa MOTaT Chillo 42 s3aumoaericteaT ¢ Enudaii XR v Tpsi6pa aa ce H3N0A3BAT C NOBHILEHO
BHHMaHHe. OcobeHO BaXkKHO € a cnoMeHeTe Ha Bamms nexap wam gapmanert, ako npueMare JeKapcTsa,
Ch/AbPXKALIH:

- KeTtokoHazon (MpoTHBOrEOHYHO JIEKAPCTBO)
. Xanonepuao HIH pUCIIepHACH (33 JICYeHUe Ha MCUXHATPHYHH ChCTOAHMA)
. Meronposon (Gera-bnokep 3a neueHHE Ha BUCOKO KPBBHO HAJISITAHE K HA ChPACHHM [IPoDIIeMM).

Enndgaii XR ¢ xpaHn, HAIUTKA B 2JK0X0J1

Enugain XR 1pabea na ce npuema ¢ xpaHa (Bx. Touka 3 “Kax na npuemarte Enndaii XR™).

He yrmotpebspaiite ankoxon, aokaro ce nexysare ¢ Emadaii XR. CprpTeTBamara ynorpeda ¢ ankoxoil MOKe
Na JoBeae 10 KpaiHa ymMopa H 3ary0a Ha Ch3HaHMe H Ja BJOIIK BalluTe cCMMIITOMH Ha JenpecHs B Jpyr
3a0011BaHKA, KATO TPEBOXKHH PA3CTPOHCTBA.

bpemennoct, Kppmene n depTriaHTET

AKO cTe OpeMEeHHa WM KbpPMHTE, CMATATE, Y€ MOKE Ja CTe OpeMeHHa, WIH IUIaHHpaTe OpPEeMEHHOCT,
nockBeTBaNTE Ce ¢ Baunsg nexap wnu papmauerT npeay ynotpebata Ha TOBa NeKapCTBO.

Tpabea na usnonseare Enudait XR ensa cnen xato 06ChANTE NOTEHLHATHKTE [IOJI3KH ¥ NOTEHLMATIHHTE
puckoBe 3a Bamero nepoaeHo aete ¢ Bauus nekap.

YBepere ce, ye Bawnara axywepka u/unn nekap ca ypeioMenn, ue cre Ha ieyenne ¢ Emmgail XR. Korato ce
npuemat no BpeMe Ha OpeMeHHoCT, noAoOHH nekapcTBa (SSRIS) Moxe na MoBHIIAT pHUCKa OT CEPHO3HO
ChCTOAHHUE 3a OeOerara, No3HATO KaTO NMepcrcTHpauia denonpobHa xunepronus Ha HoBopoaeHoTo (IIBXH),
BOJCIIA JIO YYECTEHO AHIIIAHE H NMOCUHABaHE Ha O¢beTo. Tezn cumMnToMH ODMKHOBEHO 3ano4Bat Mo BpeMe Ha
nbPBUTE 24 uaca ciel pakjaaHe Ha Oebero. AKO Te3H CUMITTOMH c€ TPOgBAT npu Baiwweto Oebe, TpaOBa
He3a0aBHO [a ce cebpXkeTe ¢ BalliaTa akyiuepka u/uiin iekap.

AKO npueMare TOBa JICKapCTBO [0 BPEME Ha OPEeMEHHOCT, OCBEH MpoOieMH C AUIIAHETO, JPYT CHMITOM,
KOHWTO MOKe Ja nposBH Bauiero 6ebe ca cnen paxnaHeTo My e HapylieHHe B XpaHeHeTo. Ako Bamero 0Debe
HMa TE3H CHMOTOMH IIPH paxiaHeTro U Bue ce Tperoxure, cebpkere ce ¢ Bawng nexkap W/ wiM Bairara
aKyluepka, KOMTO uie Morar aa Bu nocnBeTsar.

Axo npvemare Enndait XR kbM kpas Ha OpeMeHHOCTT4, MOXE Ja CHLICCTBYRA MOBHWIEH PUCK OT TEXKO
BarMHANHO KBPBEHE CKOPO Cle/l paXkaaHeTo, OcoDeHO ako MMaTe aHaMHe3a 3a HapylUeHMs Ha
KPbBOCHCHPBaHETO. BamuaT nekap unm akyuepka TpsoBa na 3HasaT, ye npieMare Emndaii XR, 3a na morar
na By nocweeTRaT,

Enugait XR npemMunapa B kbpmata. MMa puck na oxaxe edekt Bppxy 6ebero. ETo
1a o0cwauTe ToBA ¢ Bamius nexap 1 Toi/T4 Uie pewm aann TpaOea za cripeTe 4a Kb

cnpere TepanyaTa ¢ Enudgaii XR.

Hlo¢pupane u pabora ¢ MAamHAK




He wodupaiite u He u3non3BaiiTe HUKaKBH ypelM WIM MAalWHM, JI0OKaTo He pa3bepere Kak Bu Biuse
Enudair XR.

[3a Enudaii XR 37,5 mg:]

Eandgai XR 37,5 mg coabpika [Tonco 4R uepseno (E124). Moxe na NpUYMHH aJIEPrHYHH PEAKLIMH.
[3a Enndaii XR 75 mg:]

Enxngaii XR 75 mg cuanpxa cbHceT kbaTo FCF (E110). Moxe na npHuMHY alepruyHu peaxim.
[3a Enudpaii XR 150 mg:]

Enngaii XR 150 mg csabpika cbHceT xbaTo FCF (E110). Moxe 1a NpUYMHH alleprudH peakLMH.

Enxndaii XR cbabpxa 3axapo3sa.
Ako Bawmsrt nexap Bu e ka3Baj, ye cTpagate OT HEMOHOCHMOCT KbM HAKOM BHOBE 3aXapH, CBbPXKETE Ce C
Bauims nekap npeau aa npuemMeTe TO3M JIEKapCTBEH MPOAYKT.

ToBa nekapcTBo chabpka no-manko or 1 mmol Hatpuii (23 mg) Ha Kancyna, T.e. CE CYMTA, Y€ HEe ChAbpiKa
HaTPHUH.

3 Kak 1a npuemarte Enngaii XR

Bunaru npuemaiite ToBa JiekapcTBO TOUHO KakTo Bu e ka3an BawmmsaT nekap. AKo He CTe€ CUIYPHH B HELIO,
nonuraite Bamms nekap wiu dapmaiienT.

ObuuaiiHO MpenopbuYBaHaTa HayajHa Ji03a 3a JICYEHHWE Ha JIENPECHs, TEHEPAJIU3UPAHO TPEBOXKHO
pPa3CTPOHCTBO W COLIMAIIHO TPEBOXKHO pa3cTpoicTBO € 75 mg Ha neH. Jlo3aTa Moke aa Obae noBUilaBaHa OT
Baiuus nekap nocTeneHHo M ako e HeobXoAUMO, JOpH 10 MakcuMyM 375 mg AHEBHO 3a JenpecHs. AKo ce
JIEKYBaTe 3a MAaHUYECKO pa3CcTpoMcTBO, BammsaT nekap e 3anouyHe ¢ no-Hucka ao3a (37,5 mg) u ciea Tosa
e MOBMILABa J03aTa NocTreneHHo. MakcumanHaTa /103a 3a IeHepaJM3MpaHO TPEBOXKHO PasCTPOMCTBO,
COLIMAJTHO TPEBOKHO Pa3CTPOMCTBO U MAHWYECKO Pa3CTPOHCTBO € 225 mg/neH.

[Ipuemaiite Enndaii XR no npubnusurenHo eaHO U ChLIO BpeMe BCEKH JIEH WM CYTPHH, HIIH Bevep.
Kancynure TpabBa na ce norabLiaT LEH ¢ TEYHOCT M 1a HE Ce OTBApAT, pa3yuynBaT, AbBYaT WM pa3TBapAT.

Enudgai XR Tpsabea na ce npuema ¢ xpana.

AKO HMMaTe 4YepHOApOOHM unu OBOpeunu npobnemu, rosopere ¢ Bawms nekap, ThH KaTto MOXe aa e
Heobxoaumo Bawara noza Enudaii XR na ce npomeHmu.

He cnupaiite npuema Ha Enudaii XR, 6e3 na ce koncynrupare ¢ Bauus nekap (Bx. To4uka “AKO cT€ Crpeiu
npuema Ha Enudaii XR”).

AKO cTe npHeJIH noBeyYe oT HeoOxoaqumaTa n03a Eandai XR

Obanere ce He3abaBHO Ha Bawms nekap wim ¢apmaueBT, ako cTe NMpHEIU Nnopeuye OT HeodXxoauMara ao3a
Enudaii XR, npeanucana or Bawuus nexap.

[Ipeno3upanero Moxe na Obae KMBOTO3acTpallaBallo, OCOOEHO MPH ChNBTCTBAlLA YrnoTpeba Ha ankoxol
W/unu onpeneneHu nekaperea (Buwkre ,.JIpyru nekapcrea u Enndaii XR”).

CHMNTOMMTE Ha €BEHTYAJIHO MpeI03upaHe MOraT J1a BKIKOYBaT ChpleOueHe, MPOMEHH B HUBOTO Ha OyaHOCT
(BapMpallM OT CHHIMBOCT JI0 KOMa), 3aMBIJIEHO BHXK/1aHE, MbPYOBE WM NMPHNAAbLUM U MOBPbLIAHE.

AKo cTe nponycHan Aa npuemete Enndaii XR
AKO MpomyCcHeTe 103a, NMpUEMeTe s BEQHara cjej Karo CH croMHUTe. AKO oDaye € HaCThIWIO BpeMe 3a
cjie/iBallara 103a, MpeckoyeTe NporycHaTara 103a ¥ pUeMeTe caMo eIMHMYHA 1033, KaKTO 0OMKHOBEHO. He
B3eMaHWTe JBOMHA J103a, 3a 1a KOMIMEHCHpaTe mnporycHarara ao3a. He B3emaiTe noBeye OT JIHEBHOTO
konuyecTBO Enudait XR, koero Bu e 610 npeanucaHo 3a e1uH AEH.

AKo cre cnpenu npaema Ha Enndaii XR

He cnupaiite na npuemare Bauiero neueHue W He noHWxkaBaiTe Jo3aTta Oe3 cb 4 ;-.
aKo ce yyscTBare no-100pe. Ako Bawmsar nekap cMsaTa, 4ye NoBeye He Ce HYXKI {OF 2 Cbau XR_,; Tonf:rﬂ"
Moxke 1a Bu nomonu 6aBHO aa noHwkute Baiwarta no3a, npeau aa cnpere U3LsI0 'Q‘segmdlwm HSEéCTHU e/

Ye HACTBIIBAT HEXKEJIAHM PeakLMWH, Koraro xoparta cnupat ynorpebara Ha Enuda _HXRK ocoﬁeno KQF&TO




Emndait XR ce cnupa BHe3anHO WhM j03aTa ce MOHMXKaBa TBbpAe Obp30. Hakonm nauyentd Mmorar na
MOYYBCTBAT CHUMITOMH KAaTO CYMUMAHK MHCIH, arpecus, yMopd, CBETOBBPTEK, 3aMasgHOCT, rI1aBODOIHC,
CHHJIMBOCT, HOLIHH KOLIMAapH, CyXOTa B YCTaTa, 3aryba Ha aneTut, raieHe, JHapus, HEPBHOCT, &XHTHPAHOCT,
OOBPKAHOCT, WIYM B YIIHWTE, MPAaBY4YKaHE WIH PAJKO YCeHIaHHWA KaTo OT ENEKTPHYECKH LWOK, cnabocr,
NOTEHE, I'bPYOBE UMY rPHNIONOAO0HU CUMNOTOMM, NMpoOJieMH CbC 3PEHHETO W NOBHILIEHHE HA KPbBHOTO
Hajiarane (KOETO MOXKE J1a Mpelu3BuKa rI1aBo0onue, 3aMagHOCT, IIYM B YIITHTE, H3NOTABAHE K T.H.).

Bawmsar nekap e By nocheeTsa 3a Toa Kak TpaOBa nocreneHHo aa cnpere geueHneto ¢ Enudai XR. Topa
MOXKE [ OTHEME EPHOA A0 HAKOJIKO CeMULIM MiH Mecela, [TpH HAKOH NalHEHTH CITHPAHETO Ha JICHEHHETO
TpAOBa Aa ce H3BBPIHY NO-NOCTENSHHO 3a MEPHOIN OT MECELH WM MOBede. AKO IMOYYBCTBATE HAKOH OT TE3M
WJIH JpYTH CHMIITOMH, KOHTO BH npuTecnsBat, obbpHeTe ce kbM Ballug sniexap 3a JOIMBIIHATENICH CHECT.

AKO HMaTe€ HAKAaKBH JONLIHUTENHH BBIIPOCH, CBBP3aHH ¢ ynoTrpedara Ha ToBa JICKAPCTBO, MONMMTAHTE
Bawmms nexap wiu dapMaueeT.

4. Bb3MOKHH HEKeJIAHH peaKIHHA

KakTo BCHMuKH JiekapcTBa, TOBA JIEKAPCTBO MOXKe J1a NPEAM3BHKA HEXKEIAHH PEaKkLMK, BbNPEKH Y HE BCCKH
I'H NIOJTy4aBa.

AKO MOJIy4YHTE HAKOA OT CICAHWUTE peakluu, He mpuvemMaitte Enudaii XR. He3a6aBno Kaxkere Ha Bammng
JEKAP HJIH OTHAETE B CHCNIHOTO OTAENeHHE HA Hal-01u3KkaTa Goannna:

HegecTn (Morar na 3acernart 5o 1 Ha 100 aymin)
. [lomxysane Ha aMueTo, ycTaTa, e3uka, TbPIOTO, PBLETE BN XOAWIaTa WhiK peieden ¢hpdbaul oOpuB

(YpTHKapHs), 3aTPYJHEHO NIPENIbLIAHE W AUILAHE.

Penxn (morar ga 3acernar zo 1 na 1 000 xymn)

. CTarase B rbpAUTE, XPUIIOBE, 3aTPYAHCHO NIPErTbILAHE WK JHLIAHE

. Texnbk koeH oOpuB, chpOex wiv YpTukapui (TOBAMIHATH IJIaKH OT YepBeHa WM Onieda KoxkKa,
KOMTO YECTO ChpOAT)

. [Tpu3Hany U CHUMITTOMHM HA CEPOTOHMHOB CHHIPOM, KOUTO MOXE Aa BKIIIOUBAT HECIIOKOHMCTBHE,

XaTIOUHHAUMY, 3ary0a Ha KOOP/AMHALIMSA, YCKOpPEH CbpPAEYCH PHTBLM, TNOBHIICHA TeMreparypa, Obp3H
MPOMCHH B KPBBHOTO HANATaHE, CBPBbXAKTHBHH pediekcH, AMapHs, KOMa, raJcHe, MoBPHIUIAHE.

B wnal-texxkara cu $opMa CEPOTOHHHOBHMAT CHHAPOM MOXKE Ja HanoaodsgBa HEBPOJCNTHYEH MAJIMTHEH
CUHApOM. lIpH3nanure M CUMNTOMUTE Ha HEBPOJCHTHYHMA MATHFHEH CHHJIPOM MOXE 1a BRIIOUBAT
KOMOHHALIMA OT TPecKa, YCKOpPeH CHPACHYEH PUTHM, M3MOTABaHe, TEKKA MYCKY/JIHA CKOBAHOCT, OOBPKAHOCT,
NOBHLIEHN MYCKYJHH €H3UMH (YCTAHOBEHH € KPbBHH M3CJICIBAHNA ),

. [Tppunauy Ha MHQEKUHsA, KaTO HaNpHMEp BHCOKA TEMIEPATypa, TPBIKH, TPEMEpeHe, rIaBodoue,
M3MOTABaHe, FPHNONOA00OHH CBMMNTOMH. TOBa MOXeE Aa C€ AbJKHM Ha HApYLICHHE HA KPEBTa, KOETO BOAH AC
MOBHUICH PUCK OT HHPEKIHA.

. Texbk 0OpHB, KOHTO MO3KE Aa AOBEAE 10 TEXKKO HIMPUILBAHE U Ge/leHe HA KOXKAaTa.
. HeobAcHuma MyckysiiHa Oonka, 4yBCTBHTENHOCT Wik cnaboct. Topa Moxke na € npM3Hak Ha
pabroMuonunsa.

C HeRr3BeCcTHA YecTOTa (OT HAJIHYHHTE AAHHH He MOXe Ja Obje HanpaBeHa OLCHKA)
. [ipBzHaum M CUMNTOMHM Ha ChCTOSHHE, H3BECTHO KaTO ,,CTPEC-KHIYLHpPaHa KapAHOMHONATHA ™,
KOETO MO3KE Ja BKAOuBa Oonka B rbpauTe, 3a4yX, 3aMagHOCT, NPUIIATbLM, HEPABHOMEPEH ChLPJCYEH PHTHM.

JIpyrute HEXeNaHW peaklui, 3a KOWTO TpadBa aa yBeaomute Bamimsa saekap, Bxmousat (Hecrtorata Ha
TE3H HEHKE/IAHH PEAKLIMK € BKJIIOYCHA B COUCHKA ¢ ,,JIpyrH HeskeNlaHU peakiMH No-100y ).
® KainngHe, xpunoBe # 3aJyX, KOWTO MOXE /13 ca TPHAPYKEHH OT BUCOKA TEMITS

. YepHuu (kaTpaHSHHK) H3NPOKHEHHA WIH KbPBAaBH H3IIPA’KHEHHS

. IloxenTaBaHe Ha KoXKaTa WK OAAOTO Ha OuUMTE, ChLpOEX WIM MBTHA yp
CHMITOMH Ha BB3MAJEHUE HA YCPHUS Apob (XenaTur)

. Chpaeunu npobaemu KaTo YCKOpeH MM HENPABHIIEH ChPACYEH PHTHM, nom\
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. [IpoGiiemn ¢ OUMTE KATO 3aMBITIEHO BHKAAHE, PA3IIHPEHH 3CHHUILHA

J [IpobnemMn ¢ HepBHTE KaTo 3aMasHOCT, YCELUaHe 3a HINHMYKHM, HapylweHUA Ba JBHXXEHHATA
(MYCKYJIHM CNa3MU B CKOBAHOCT), MbPUOBE HITH [IPHIIAILLH

° IcHxuaTpruuHH NpodIeMH KaTo XHNIEPAKTHRHOCT M 4yBCTBO 3a HeoOHuaiiHa cBpbXBb30yaa

. CuMnToMH Ha oTHemaHe (Bx. Touka "Kak na npuemare Enndaii XR, Ako cte cnipenu nmpHema Ha
Envdait XR")

. [IpoabaAKHUTENHO KBPBEHE — AKO CE€ MOPEXKETE HIIH HAPAHUTE, MOXKE /1A € HeOOXO0AUMO MAJIKO NOBEYE

o1 0OUYRHHOTO BpEME 3a CIIHPAHE Ha KbPBEHETO.

He ce npurecHsBalTe, axo 3abenexmTe maaxkH 0eln rpaHyJH HJIH Tondenna BbB BammuTte
H3OpaxkKHenHs cjaed kaTto npueMere Enndaik XR. Orebrpe xancynnre Eaudail XR npeacraBiaspar
MHKpocepH BIH MAJIKH 6e1H TONYERNA, KOHTO CHABPKAT AKTHBHOTO BelllecTBO BeHaagakchd, Te3n
MHKpocdepH ce 0CBOOOXKAABAT OT KancynaTa LB Bamug cromax, Koraro e npemuBaBaT mo msijiata
Ab/DKHHA Ha BamuTe cromMax m uepBa, BemjadgakcHH 6aBHo ce ocBoGoxaaBa. ,,O0BHBKaTa” Ha
MHKpocepETe OCTABA Hepa3TBOPEeHA M MONAAaBLB Bamute H3npaxHeHusn. 3aToBa, BLOPEKH, 4e
MoxeTe Aa 3a0enexnTe Mmukpochepr BbB BamuTte ninpaxnenns, Bamarta no3a BenidadgakcHl e Haa
abcopOupana.

JAPYru HexKelaHH PeaKlHH, KOMTO MOXKe A2 HACThIAT
Muoro yecTH (Morar ga 3acernat nopete ot 1 na 10 aymm)
3aMasgHOCT, I1aBodonMe, CbHIUBOCT

bescnHue

I'anene, cyxoTta B ycrara, 3amex

Hznotasane (BKIIOYUTENHO HOLIHO U3TIOTABAHE)

Yectr (Morar sa 3acersar go 1 na 10 xyuin)

* [ToHmkeH aneTur,

. OObpkBane, YyBCTBO Ha H3OJHPAHOCT (OTHAJNEUEHOCT) OT camMsa cee CH, JMNca Ha OprasbM,
NOHWAKESHO THOMA0, AKUTALHA, HEPBHOCT, HEOOHYAMHH ChHUILA

. Tpemop, 4yBCTBO 3a 0E3MOKOHCTBO WIM HEBBIMOMKHOCT Ja c€ CTOM CHOKOHHO B CERHANO WIIH
H3IMIPABCHO NMONOKEHHE, MIMTHYKH H D0/1eKH, MPOMEHEHO YCEaHe 3a BKYC, NOBHIIECH MYCKYIIEH TOHYC

. 3pUTENHU HapyLIEHHsA, BKIIOUHTENHO 3aMBINIEHO 3peHHE, paslIMPEeHH 3CHHIM, HeCnocoOHOCT Ha

OKOTO 2aBTOMATHYHO /12 IPOMEHS (POKYCa OT AaReYHH KbM OIH3KH 00eKTH

3BBbHEHE B YIIHTE (THHHTYC)

Yckopena cbpaevsa aeHHOCT, cppLeOrene

11OBUIIIEHO KPBBHO HAJIATaHE, 3auepBaBaHe,

3anyx, npossapaHe

[lospbliane, Anapus

Jlek 0OpuB, cupbex

lloBuilleHa yecToTa HAa YPUHHUPaHe, HEBBAMOXKHOCT 41a C€ OT/IENIH YPHHA, 3aTPYAHEHO YPUHHPAHE
MeHcTpyannu HapyleHus KaTo 3aCHIeHO KbPBEHE WM 3aCHJIEHO HepeJOBHO KbPBEHE; NATOJIOTHYHA
esKynauus/oprazsM (Mbike), epekTHIHA AUCPYHKIHSA (HMNOTEHTHOCT)

. CnabocT (acTeHus )}, yMopa, CTyA€HH TPBIKH
o HannaBaHe Ha Terio, 3ary6a Ha Terno
* [loepuiueH xonecrepon

Heuectn (Morar aa 3acernart Ao 1 ua 100 aymmn)
* CBpPBXaKTUBHOCT, NPENYCKAlllM MHCIIM H MIOHHKEeHA HYKAa OT CbH (MaHHA)
® XamoUHHAUMK, YYBCTBO Ha W30MMPAHOCT (MM OTHENEHOCT) OT ACUCTBHTEN

HaJlAraHe



° I[loppblnaHe Ha KPbB, CMOJHCTOUYEPHH H3NPOXKHEHWA ((peKalnuH) WK KPbB B H3MPAXKHEHHATA, KOETO
MOX€ 1a € NPM3HAK Ha BETPEIICH KPBBOM3IHB

- UyBCTBUTEIHOCT KbM CILHYEBA CBETJIMHA, KpbBOHACAAAHE, NAaTONOrHYHA 3aryda Ha Koca
. HecnocobHOCT 3a 3a/IbpXaHe Ha ypuHa

* CKOBaHOCT, CNIA3MH H HEBOJIEBH JIBHXKEHHA Ha MYCKYAHTE

. Manku npoMeHH B KPLBHUTE HUBA HA YePHOAPOOHHTE SH3UMH.

Peaxwu ( morar aa 3acersart ao 1 na 1000 gymn)

. ['bpuose UM NpUNagbUX

. Kanutnna, XxpunoBe H 3a1yX, KOUTO MOXE Jla ca NPUAPYKEHH OT BUCOKA TeMueparTypa

. He30pueHTHPaHOCT H OOLPKAHOCT, CHIIPOBOJACHH YECTO OT XaJIOIHHALMS (AeUD)

* IlpekoMepeH mnpuem Ha Boaa (w3BecTHO Kato CHHAPOM Ha HealOeKBaTHa CEKpeLHs Ha

aHTnanypernueH xopmoH, CHCAX)

. [lonw>keHHe Ha HABAaTa Ha HATPHH B KPBHBTA

. Cunny OONKH B OYHTE U TOHWKEHO WIH 3aMBIJIEHO 3PEHHE

. ABHOpPMHA, YCKOpEHa WIIH HEpaBHOMEpPHA ChPAeYHA AeHCTHOCT, KOATO MOXKE Aa J0BE/e A0 NMPUIIAAaHe
. Texxku Gonku B xopema WM repba (KouTO GHMXa MOTIIM Aa TIOKa3BaT CEpPHO3EH NpodJjieM B Yepsara,
YepHUA Apod WK MAHKpeaca)

o ChplOex, NMOXBITIBAHE HAa KOXKATA WM OYMTE, IOTBMHABAHE HA YPHHATA WIH TPHNONONODHH
CHMIITOMU, KOUTO €4 CHMIITOMHY Ha Bh3MaJICHHE Ha YyepHHs Apod (xenaTur).

Mpnoro peaxn ( moraT aa 3acersar ao 1 xa 10 000 nymmn)

. [IpoAB/DKUTENTHO KEPBEHE, KOSTO MOXKE a € MPH3HAK 332 HaManeH Opoit TPOMOOLMTH B KPBBTA, KOETO
BOJH 10 MOBHILEH PHCK OT KPbBOHACAAAHE MJIH KbPBEHE

. AOGHOPMHA cekpeLus Ha KbpMa

. HeouakBaHO KbpBEHE, HANp. KbpBeHe OT BEHLMTE, KPbB B YPHHATA WIH KpPbB NPH NOBPHUWAHE, HIIH

TI0SBa HA HEOYAKBAHH CHHHMHH HJIH CITYKaHH KPbBOHOCHH CBHJI0BE (CIIYKAHH BEHH).

C wen3BecTHA 4ecTOTa (0T HATHYHHTE JAHHH He MoKe A2 Ohae HANpaBeHA OHEHKA)

. CyMIMIHU MUCAM U CYMLIMAHO noBeseHue. Chobinara ce 3a ClIy4YaH Ha CYHIMIAHH MHCJIH H CYHIIH/IHO
TOBEIEHUE NIO BPEME HA JIEYEHHETO ¢ BeHnadakcHH WIH CKOPO C/e] NpeKpaTsBaHe Ha JIEYEHHETO (BXK. TOYKA
2 «Kakgo Tpsa0Ba na 3naete, npead Aa npHeMere Emudaii XR»)

° Arpecus
. CBETORBPTEK
] Texxo BaruHanHO KbpBEHE CKOPO Clig] PAXKAAHETO (MOCTEPOAOR KPbBOUUB), BIXKTE ., bpeMEHHOCT,

KbpPMEHE H pepTUNUTET B TOUKA 2 33 noBeue HHGOpMAaLHS.

Enugait XR noHskora npU4yHHABA HeXeNaHW peakLMH, KOUTO MOXe Ja He YCETHTE, KaTO [NOBHIICHHE Ha
KPBBHOTO HANAraHe WIH aOHOPMEH ChPJIEUEH PUTHM; JIEKH MPOMEHN B KPHBHUTE HHBA WIH Y€PHOAPOOHHTE
€H3MMH, HaTpus WK xonecrepona. [lo-paako Enudait XR Moxe Ja noHWKH QYHKUHATA HA TPOMOOLIHTHTE B
KpbBETa BH, KOETO BOAH A0 NOBHILEH PUCK OT KPbBOHACAAAHE WIH KbpBeHe. 3aT0Ba BalllvAT AcKkap Moxe OT
BpEMe Ha BpeMe Ja Kelac Ja M3BbpIIBa KPbBHH H3CIEABaHMs, 0c00eHO ako cre npueManu Enndain XR
ABITO BpeMe.

CrobImaBaHe Ha HeXKeJIAHH PeaKI K
AKO nony4Mre HAKAKBM HEXENAHH JIEKAPCTBECHH pPeakiliH, yBenomeTe Bamms jekap uiav ¢apmauesT. Tosa
BKJIIOUBA BCUYKH BB3MOKHH HEOMUCAHM B TA3U JIMCTOBKA HEXXENMaHH peakluu. MoxeTe b0 f1a ChOOLIHTE
HEXKEJIaHU peaKLMH JUPEKTHO Ype3 HalMOHaIHaTa cMcTeMa 3a cbobulaBane:
HM3neaauTEenHA areHMaA 110 JIeKapcTRaTa
yi. , JlamsH ' pyes® Ne8
1303 Codus
Ten.: +359 28903417
yebcaiit: www.bda.bg
Kato cpo0umasare HexeNnaHM peakid, MOXETE Ja 1ajeTe CBOs IPHHOC 32 MOy
HH(popMallHs OTHOCHO DE3011aCHOCTTA Ha TOBA NIEKAPCTRO. \ i
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5.  Kak na coxpansasare Eandaii XR
Jla ce cbXpaHsBa Ha MACTO, HEJJOCTBITHO 3a JeLa.

He u3non3eaiTe TOBa JCKapCTBO CJied CpOKa Ha roJJHOCT, orbens3aH BbPXY KapTOHEHATa OlNaKOBKa. CpOI{'bT
Ha roAHOCT OTroBaps Ha nocCJja€JHHuA I€H OT NMOCOYCHHUA MECELL.

To3u JCKAPCTBCH NPOAYKT HE H3UCKBA HAKAKBH CIICLIHAJIHH YCNIOBHUA Ha CbXpPaHCHHE.

He u3xBbpnisiiTe nexkapcTBara B KaHaJM3alMsTa WM B KOHTeHHepa 3a AOMaumHM oTnaabud. [lonmraiite
Bamus dapmaleBT Kak 1a U3XBBPJIATE JIEKAPCTBATA, KOUTO Beye He u3non3sare. Te3n MEepKH Lie CrioMOrHar
3a Orna3BaHe Ha OKOJIHATa cpeja.

6. Chabpkanne Ha ONAKOBKATA H AONbJHHTE/IHA HHpOpMaLHs

Kakso cbabpka EJTH®AHU XR

- AKTHBHOTO BeLIeCTBO € BeHnadakcuH (venlafaxine).
[3a Enndpaii XR 37,5 mg]:

Beska kancyna ceabpixka BeHnadakcun xuapoxnopun (venlafaxine hydrochloride), exBuBajieHTHO Ha 37,5
mg BeH1a(aKCHH.

- Jlpyrure chbCTaBKH ca:
CohabpkaHue Ha KancyJjara:

3axapHH cepH (CbabpIKalM 3aXapo3a)
XHAPOKCHUITPONHIILIETYJI03a
XHIPOMEJI03a

TaJIK

eTHIILIENTYJIO3a

aubyTun cedbakar

OJICHHOBA KHCE/IMHa

CWIMLIMEB ITHMOKCH]L, KOJIOMIEH OEe3BO/IEH.
OOBuBKa Ha KancyJara:

KeJnaThH

HaTpHEB Jlaypua cyndar

[Tonco 4R (E124)

XUHOJHMHOBO XbJTO (E104)

TATaHOB Auokcua (E171).

[3a Enudaii XR 75 mg]:
Bceska kancyna chabpxka BeHnadakcuH Xuapoxiaopua (venlafaxine hydrochloride) exkBuBaneHTHO Ha 75 mg
BeHJIa()aKCHH.

- Jlpyrure cbCTaBKH ca:
Chabp)KaHWe Ha KarcyJjara:

3aXapHu cepH (CbabpKallM 3axapo3a)
XHJPOKCHIPONUILENYI03a
XMITPOMENO3a

TaJIK

eTUJILIeNTYJIO3a

aubyTun cebakar

OJIEMHOBA KMCeJIMHa

CHJIMLIMEB JIMOKCHJI, KOJIOWJIEH OE€3BOAEH.
OOBHBKA Ha KarncyJara:

YKeNaThH

HaTpUEB Jlaypua cyadar

cbHeeT *kbaTo FCF (E110)

XHHOJMHOBO X bJTO (E104)

tuTaHoB auokcua (E171).




[3a Enudaii XR 150 mg]:

Beska kancyna chabpika BeHnadakcun xuapoxiaopun (venlafaxine hydrochloride), eksuanenTHo Ha 150 mg
BEHJIa(haKCHH.

E Jpyrure cbhCcTaBKH ca:
ChabpxaHHe Ha KarncyJjara:

3aXapHHU chepH (ChbabpaKallM 3aXapo3a)
XHIPOKCHITPONHIILIENYJI03a
XHIIpOMENo3a

TaJlK

eTHIILIENYJI032

aubyTun cebakar

0JIEHHOBA KUCEeJIHHA

CHWJIMLIMEB THOKCH], KOJIOHIEH Oe3BO/IEH.
OOBHBKA Ha KancyJiara:

KENaTHH

HaTpHUeB Jlaypuna cyndar

cbHeeT xbaTo FCF (E110)

XHHOJIUHOBO *bJTO (E104)

nareHT cuHbo V (E131)

tutaHoB nuokcun (E171).

Kak n3rnexna EJIMPAU XR u KaKBO ¢bIbpAKa 0NAKOBKATA
Enudaii XR 37,5 mg kancyiu ¢ yabJDKeHO 0cBOOOXK/1aBaHe, TBbP/IH:
benu 10 MpbCcHO Oenu rpaHyIM B Karncyma, ¢ OpaHXeBO Kanaue v Npo3payHo TsJIO.

Enudaii XR 75 mg kancysiu ¢ yabJkeHo ocBOO0KIaBaHe, TBbP/IH:
benu 1o MpbCcHO OenM rpaHyJiH B Karncysa, ¢ KbJITO Kanaye ¥ npo3payvyHo TAIO.

Enndan XR 150 mg Kancviu ¢ vabskeHO OCBOO0K1aBaHe. TRBD/AM:
benu 10 MpbcHO Oenu rpaHyy B Kancyna, ¢ 0e)0B LBAT Ha Karnavero ¥ Npo3payHo TAJIO.

Kancynure ¢ yabkeHo ocBoOoXKInaBaHe ca HanuuHM B onakoBkH Enudaii XR Kancynv ¢ yabIKeHO
ocBoOOXKnaBaHe, onakoBaHd B PVC/anmymunmii Gnucrepu. Chumo ca HanuyHH B Oytwiku ot HDPE
chabpxam Enudait XR kancynu ¢ yasimkeHo ocBoboK/1aBaHe.

20, 28, 30, 50, 98 u 100 kancynu, onakoanu B 6nucrepu (PVC/anyMmunmii).
50 1 100 kancynu B HDPE Gyrunka ¢ HDPE kanauka Ha BUHT U callle CbC CHJIMKA redl (JECHKaHT).

He BCHYKH BH0BE ONAaKOBKHM Morar Aa ObaaT mycHaTH B npoaaxoa.
IlpuTekaTen Ha pa3pelieHHeTO 32 ynoTrpeda H NPOH3BOAHTE]

IIpaTexaTen Ha paspemieHHETO 3a ynorpeda
Medochemie Ltd, 1-10 Constantinoupoleos str. 3011 Limassol, Kunbp

Ilpon3BoaHTE IH, OTTOBOPHH 32 OCBO0OK/AaBAHE HA MAPTHAHTE
Medochemie Ltd, 1-10 Constantinoupoleos Str., Limassol, 3011, Kunsp

To3u nekapcTBeH NpoayKT B pa3pelieH B ctpaHuTe-uieHky Ha EUII noa cneanure uMeHa:

XonaHaus:

Venfalex XR 37,5 mg; 75 mg & 150 mg capsules met verlengde afgifte, hard,;
bbarapus:

Enundgait XR 37,5 mg; 75 mg & 150 mg kancynu ¢ yabkeHo ocBoO0K1aBaHe, TBbPAH
Kunsp:

Elify XR 37.5 mg; 75 mg & 150 mg (prolonged release capsules);

Yexus:
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Elity 37,5 mg tvrda tobolka s prodlouzenym uvoliiovanim;

Ecronus:

Venlafaxin Medochemie XR 37.5 mg; 75 mg & 150 mg (prolonged release capsules)
['bpumsa:

Velpine XR 37.5 mg; 75 mg & 150 mg (prolonged release capsules);
JluTea:;

Elify 37.5 mg; 75 mg & 150 mg pailginto atpalaidavimo kietos kapsulés
JlaTBHA:

Elify XR 37.5 mg; 75 mg & 150 mg (prolonged release capsules)
PymBHMA:

ELIFY EP 37.5 mg; 75 mg & 150 mg (prolonged release capsules);
Cnopakus:

Elify XR 37.5 mg; 75 mg & 150 mg (prolonged release capsules);

Hara na nocaeaHo npepasriekiane Ha JACToBKaTa: Mapr 2023,
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