1.3.1 Venlafaxine hydrochloride

SPC, Labeling and Package Leaflet HU

JUCTOBKA: HHOOPMAIUA 3A IOTPEBUTEAS

JBenTa 37,5 m

Bei-ma(baxcn

Alventa 37.5 mg prolong

Venlafaxine

ed-release capsules har

IlpoyereTe BHUMATEIHO UsIIaTa AMCTOBKA IPEH Aa 3aTi0YHeTe Aa NIpHEMaTe TOBA JIEKapPCTBO.

- Banasere Tasn MMcTOBKA. MoXe /12 ce HATIOXKH J1a 5 IPOYETETe OTHORO.

- AKO MMaTe HAKaKBU JONbIHUTEHYA BBIIPOCH, IoNuUTaliTe Bamms nekap WM dapMmalnesr.

- ToBa nexapcTeo e npeanucano nuyHo Ha Bac. He ro npeoTcrsisaiite Ha Ipyru xopa. To Moxke
Aa MM HaBpeIH, HE3ABICHUMO OT TOBA, Y€ TEXHHTE CUMIITOMU ca ChIUTE KaTo BatuTe.

- AKO HAKOS OT HeXKeJIaHNTE JIEKAPCTBEHN PEaklUiy cTaHe CEpHO3Ha, WM 3a0eNexuTe apyTy,
HEOIHCANH B Ta3H TMCTOBKA HEXeENaH! PeakUH, MONA yBeoMeTe Baums nexap umm

A

tdapmanesT.

V3MEMHUTENHA ATEHLNA NO NEKAPCTBATA
B rasu mucrosxa: JluemoBka - Mpuroxerue 2
1. Kaxso npezncrasisasa ANBEHTa U 3a KakBO Ce H3M0I3Ba Vo e e / o
2. Tpenu na npuemere AnBenTa KbM Pez. Ne /“\n\/J%/JJ/
3. Kak na npuemare Asnsenra R . 07 0t o
4. BB3MOXHM HEXENaHW peaKiuu Paspewstue Ne /7(7;&/"\/ ..... /WZQH
S. Kax na cpxpansBare Ansesra
6.  JlombaHuTenna uH$opMaums Ogo6peHuo Ne ..o eeiS veverresirrenerons S
1. KAKBO HPEJICTABJSIBA AJIBEHTA M 3A KAKBO CE U3II0OJI3BA

AJBEHTa € aHTHIETIPECaNT, KOMTO NIPHHAIEXH KbM rpyna JlekapcTBa, HapedeHn

MHXUOMTOPY Ha 0OpaTHOTO 3aXBallaHe Ha CepOTOHMH ¥ HopanpeHauH (SNRIs). Tasu rpyna
JIeKapCTBa ce M3MOJI3BA 32 JICUCHHE Ha JAENPECH U APYTH CHCTOSHHUS KATO TPEBOKHHU pascTpoiicTsa.
Cunra ce, ye XopaTa, KOHTO ca AETpecHpaty H/UITH Ca B TPEBOXKHO CHCTOSAHHME, MMAT NO-HUCKA HUBA
Ha CCPOTOHNH H HOpafpeHallH B MO3bka. He e HamrbiHo SCcHO Kak nelicTsar AHTHAENPECAHTHTE, HO Te
MOraT 11a noMarat 4pes noBUINaBaHe HYBATa Ha CEPOTOHHHA U HOPAJPEeHAINHA B MO3BKA.

AJIBEHTa € JIeYeHNE 3a BB3PACTHH C JIETIPecHs. AJTBEHTA € ChILO JleYeHye 3a

BB3PACTHH CBC CEAHATE TPEBOXKHH Pa3CTPOHCTBA: reHePAIN3UPaHO TPEBOKHO pa3CTpoiCTBO,
COUMAIHO TPEBOKHO PasCTPOHCTBO (CTpax U M30ATBaHE Ha COLMATHM CHTYALMH) U NAHMYECKO
PasCcTpOHCTBO (NPUCTHNM Ha nanyka). [TpaBHIIHOTO fTedenne Ha JenpecuaTa Hi TPEBOKHUTE
Pa3CTPOHCTBa € BaXKHO, 32 J1a Ce [I0MyBCTBATe N0-K06pe. AKO He ce JieKyBa, Bamero chcTosnne Moxke
Jla HE OTITYMH U MOXe Jla CTaHe 110-CEPHO3HO U TIO-TPYAHO 3a JIeUeHHe,

2. ITPEJA TA IIPUEMETE AJIBEHTA

He npuemaiite AnBenTa

Ako cTe aJIEpruYHy KbM BCHJ’Ia(I)aKCHH WA KbM HJIKOA OT OCTaHAJINTE CHCTABKHM Ha AnBenTa
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. AKO npyemarte CBIIO WM CTe IIPHEMATH HAKOTa B pAMKHTE Ha TocHeTHuTe 14 JTHY HAKAKBU
JleKapCTBa, N3BECTHH KaTo HeoOpaTHMN MOHOAMHHOOKCHIA3HH HHXUOUTOPH MAON),
M3II0I3BaHH 3a JIEYEHHE Ha Jienpecks Wi 6oriectra Ha [TapkuHcon. [lpuemanero na
HeobpatuM MAOM 3aenHo ¢ Apyru nekapcTBa, BKIIOUHTENHO AJNBEHTa, MOXe na
TIpHIUHH CEPHO3HU M I0PH XMBOTO3aCTpallaBall| HEXeENaHU peakuuy. CHLIO Taka TpiaGBa
Aa u3uakare noHe 7 IHM, Cllefl KaTo cIpeTe Ja pueMate AJIBEHTa, Ipeay 1a
npuemare Hiakaksi MAOM (Brwkte chiuo ToukmuTe “CepOTOHMHOB CHHAPOM” 1 “IIpueM Ha
Ipyru nekapcTsa’).

O0BpHeTe ciennaTHO BHHMaHHe NIPH YHoTpe6GaTa Ha AJdBeHTa

. AKO H3MI013BaTe IPYTH IEKApCTBa, KOUTO, IPUETH eTHOBPEMEHHO C AunBenTa, 6uxa
MOTJiK 112 IOBULIAT PHCKa OT pasBUTHE HA CEPOTOHHHOB CHHAPOM (BXK. Touka “IlpuemM Ha
Ipyru nekapcrsa’).

. AKO MMate 04HM IIpo6IeMU KaTo OlpefeNle ) BUIOBE TlayKoMa (TOBHIIEHO HAIAaHE B

OKOTO).

AKO MMaTe aHaMHe3a 3a BUCOKO KPBBHO HANATAHe.

Axo uMate aHaMHe3a 3a CbPAEYHM TPOBIEMHU.

AKO UMaTe aHaMHe3a 3a IPUNATLUM (THPYOBE).

AKO HMaTe aHaMHe3a 3a HUCKM HUBA Ha HATpHii U KPbBTa (xumoHaTpueMus).

AKO uMaTe CKIIOHHOCT fa 00pasyBaTe CHHHHM WM CKJIOHHOCT Ja KbpBUTE JIECHO (aHaMHe3a

3a HApYLWICHHUA Ha Kp'BBOC'bCI/IpBaHCTO), HJI¥ aKO MpueMare aApyru JICKapCTBa, KOUTO MOrar na
NOBHULIAT PUCKA OT KbPBEHE.

L4 Axo HHBaTa Ha Xojnecrepona Bu ce nokausar.

. AKO BMaTe aHaMHe3a, UM aKo HAKOH BbB BallleTo ceMeHcTBO e MMaj MaH|s Wik umnonspuo
PasCTPOHCTBO (YyBCTBATE CE CBPHXBE30YICHN UMM €y DOPHIHM).
) AKO MMaTe aHaMHe3a 32 arpeCUBHO NOBEAEHHE.

AJIBEHTa MOXe Jia IPHYMHM ycelaHe 3a 6e3M0KOMCTBO Ml HECIIOCOGHOCT /1A Ce CTOM CIIOKOMHO B
CEAHaN0 UK H3MpaBeno nonoxenue. Tpabea na kaxere na Bamus nekap, ako Tosa By ce cnyun.

AKO HAKOE OT Te3M ChbCTOSHHA Ce OTHACA 3a Bac, Mons kaxeTe Ha Barms JieKap, Npean Aa npueMare
AnBenra.

Mucan 3a camoy6uiicTBo u BromaBaHe Ha Bamero renpecuBHo nan TPEBOKHO Pa3CTPoiicTBO
AKO CTe Jenpecupany W/HiKM MMaTe TPEBOXKHM Pa3CTPOICTBA, MOKeTe OHSKOTA 12 HMaTe MYCIIH Ia
Ce camMoHapaHHuTe UM caMoyGuete. Te Morar fia ce 3acHIIAT, KOraTo 3anodYHeTe fa pHeMare 3a NPBE
BT aHTHACTIPECAHTH, ThH KaTo 38 BCHYKH TE3M JIEKApCTRa € HEOOXOAMMO BpeMe, TIpeAid 1A 3aTI0YHAT
Aa neiicTBaT, 0OMKHOBEHO OKOJIO ZIBE CEAMUIIA, HO HOHAKOra ¥ MO-KBITO.

HWma no-ronsima BEPOJATHOCT Aa MUCHUTE Taka:
e Axo Npeau ToBa CTE UMaJI MHMCIIHM Ja ce CaM0y6I/ICT€ HIIK Aa C€ CaMOHapaHHTE.
e AxocTe MIanex. I/IH(I)OpMaLII/IﬂTa OT KIIMHUYHUTC NIPOYYBAHM [TOKA3Ba NOBHIIEH PHCK 3a

CYHIIMAHO TIOBEACHHE NPHU MIIaZIEXKH (HOJJ 25 roguuina B'b3paCT) C IICUXUATPHYHA CHCTOSHMSA,
KOHUTO ca 61aun JICKYBaHHU ¢ aHTUOCHIPECAHT.

AKO HAKOra UMaTe MUCJIH 33 CAMOHApaHABAHE HITH caMoyOuicTBO, CBbpkeTe ce ¢ Barmus JleKkap Miu
He3abaBHO oTHJETe B 6OIHHUA.

Moxe Za € TI0JIE3HO Ja KAXETe Ha POAHHBA UK Omu3bK NPUATET, 9€ CTEC AENpecHpaly WIN UMare
TPEBOXHO pa3CTp01>iCTBO, M Jla T NOMOJIUTE JIa NpodYeTaT Ta3m NMcToBKa. MoxeTe Aa 't IOMONIMTE Ja

Bu KaXKaT, akO MUCJIAT, 4e Bawunre ACIPEeCUs UM TPEBOXHOCT Ce BJIOIIABAT, UM aKO TE ce TPEBOXaT
3a IpoMeHH BLB Baiieto nmoBEACHUE.
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Cyxota B ycrata
Cyxora B ycrara ce cho6masa npu 10% oT nauueHTHTe, lieKyBaHu ¢ BeHnadakcud. ToBa Moxe na

TIOBHILN pHCcKa OT kapyec. ETo 3amo Tpa6Ba a o6bpHeTe clienuanHo BHUMaHNE 3a XMTHEHaTa Ha
Bamnte 350u.

Ynorpe6a npu gena v oHoWH noA 18-roaumna BL3pacT

O6unoseno Ansenra Tp;A6Ba /1a He ce W3MOJI3Ba 32 Aella ¥ FoHoWH 1107 18 romuuu. Chlio Taka
Tp#0Ba Na 3HaeTe, Y€ NallMeHTUTE N0 18 HMAaT MOBHINEH PUCK OT HEXENaHN Peakiiy, KaTo cyuuuaes
ONUT, CYMUMHM MUCIIM M BpaXAeOHOCT (2pelMMHO arpects, ONO3HLMOHHO I0BEEHNE U THAB),
KOraTo npueMar To3H Kiac Jexapcrsa. Hezaucumo oT ToBa BammsaT nexap Moxe a npeanuine
AnBeHTa 3a nauMenTy noj, 18 rogMHN, THH KaTo TOM/Ta pellaBa nany ToBa € B TeXeH Haii-

ToJIsIM uHTepec. Ako BammAr nexap e npeamucan AJBeHTa 3a NamMeHT o 18 rogunu 1 Bue
icKaTe fa 00ChAMTE TOBA, MO 0OBPHETE Ce OTHOBO KbM Bamus nekap. Tpsa6Ba na unHpopMIpare
Bammis siekap, ako ce MosiBA WM BIOUIM HAKOM OT M3GpOEHHUTE [10-TOpe CHMIITOMH, KOTATO
nauueHTHTe nox 18 npueMar Ansenta. OCBEeH TOBa IBITOCPOUHKTE eheKTH Ha AJIBeHTa

BBpXY 0€301aCHOCTTa 3a pacTeka, Ch3PIBAHETO ¥ PA3BUTHETO HA II03HABATENHNATE

Croco6GHOCTH 1 FIOBEJICHMETO B Ta3M BH3PAcTOBa IPyIa Bee OLIE He ca JEMOHCTPHpPaHH.

IIpnem Ha gpyru nexapcrBa

Mons undopmupatite Bamus nexap ninu dbapMaueBT, ako npueMaTe 1K HacKopo cTe npueMaimn
JpYTH IEKapCTBa, BKIIOYATENHO M TaKUBa, OTIyCKaHU 0e3 penenra.

Bammsit nexap Tpsi6Ba fa penm Janu MoXeTe fja B3eMare AJIBEHTa ¢ APYTH JeKapCTBa.

He 3anoysalite 1 e cnupaliTe a npueMare KakKBUTO 1 JIa € IEKapcTBa, BKIIIOYUTENHO 1 TE3M,
KynyeaHnu 6e3 pelienta, IpUPOIHN WX GHIKOBH JIeKApCTBa, MPeH fa ce KOHcyaTupare ¢ Baius
niexap unm papMmanest.
e MonoamuHoOKCHa3HN MEXHOUTOPH (MAOU: BX. Touka “Tlpeny na npuemMere ABeHTa
¢ CepoToHMHOB cHHIPOM: CepOTOHHHOBHAT CHHIPOM, KOHTO € IIOTEHLMATHO
JKMBOTO3aCTpallaBallo CbCTOSHUE (BXK. TOUKA “BBL3MOXKHHE HeXeNnaHH peakuun’’), MoXe Jia ce

TI05IBH TIPH JIEYeHUE € BeHNIapakCcuH, 0cobeHO KOraTo Tol ce IpHeMa ¢ JpyTH JeKapcTBa.
IIprmepuTe 3a TakMBA lekapcTBa BIJIIOYBAT:

e Tpunrany (M3N0ON3BaHH 32 METPEHA)

¢ JlekapctBa 3a ieYeHHe Ha Aenpecns, HanpuMep SNRI, SSRIs, TpuuukinaHm aHTU/IeNPECalTH
WIIM JIEKAPCTBA, ChABPXKALTH THTHH

* Jlexapcrsa, ChOBPAAIIN THHE30NHL, KOMTO € aHTMOHOTHK (M3II0I3BaH 3a IeUeH e Ha
nHpeKun)

¢ JlexapcTsa, ChOBpPXKAlM MOKIIOGeMHUL, KOHTO € 06paTiM MAOH (M310/13BaH 3a edeHne Ha
JAerpecust)

e JlexapcTBa, CHABPKALIM CUOYTPaMUH (M3MONI3BaH 32 OHIKEHHE Ha TErnoTo)

e JlexapcTsa, cChOBpIKAIIM TpaManon (60NKOYCIOKOSBAIIO)

e IlpomyxTH, chabpXaly KBIT KaHTapyOH (Hapudan ome Hypericum perforatum, koiiTo e
TIPHPOJHO i GHIIKOBO JIEKapCTBO, H3NON3BAHO 3a JIeYeHHUE Ha JleKa JenpecHs)

e IlpoxyxTure, cChABpPXAIM TPHITOMAH (M3MOI3BAHH 32 IPOGIEMH HanpuMep ChC CHHA U
Jenpecus)

ITpu3HauuTe W CUMNTOMHTE Ha CEPOTOHHHOB CHHAPOM MOTAT A BKIIOUBAT KOMGUHAIIMA OT
CIe/IHUTE: HECTIOKOHCTBO, XaMOUMHALIMHY, 3ary6a Ha KoOpJMHAINA, YCKOpPEeHa ChpeYHa AeHHOCT,
NOBHIICHA TENECHA TEMIIEPATyPa, GBP3M IPOMEHH B KPHBHOTO HAllAraHe, CBPbXaKTHBHHK pediekcH,

AHapus, KoMa, raeHe, NoBphlaHe. Horbpce'rc He3abaBHO MCARLMHCKA NOMOIL, aKO MHCJIMTE, Ye
1ony4aBaTe CCpOTOHHHOB CUHIAPOM.
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Crennure nexkapcTsa MOrar ChLiO J1a B3aMMoJieCTBaT ¢ AJBeHTa 1 Tpa6Ba Aa ce U3noN3Bar ¢
TOBUIICHO BHHMaHNe. OcoGeHO BaXkHO € Aa cTioMeHeTe Ha Balus nekap unm dapMalest, ako
TIpHeMare JIEKapCTBa, ChABPIKAIIN:

¢ Keroxonazon (MpoTHBOrEGHYHO NEKapCTBO)

*  Xaonepuaon UM pUCTIepUIOH (3a NleYeHHe Ha NCHXUATPHIHH ChCTOSTHUSA)

* Meronposnon (6era-6okep 3a JedeHNe HA BUCOKO KPHBHO HaIATaHe U Ha CHpIEYHM
npodnemu)

IIpnem Ha AJBeHTa ¢ XpaHu M HAMHATKH
Ansenra TpabBa zia ce npueMa ¢ xpaHarta (BX. Touka 3 “Kak na npuemare AnBeHra”).

Tps6Ba na n3bsrBate ynorpebara Ha anxoxoj, 10KATO NpyueMaTe AJBeHTA.

BpemennocT B KBpMeHe

Kaxere Ha Bammus nekap, ako 3abpemeHeere, nim ako ce OnuTRaTe 1a 3a6peMeHeere. Tpatsa na
U3MoN3BaTe ANBEHTA €/1Ba Cliell KaTo OOChANTE MOTEHIUATIHHTE IION3H M MOTEHIHATHATE
pucKoBe 3a Balieto HeponeHO NieTe ¢ Baiuus nexap.

YBegoMmeTe BamMs Jjlekap/akyiuepka, 4e mppemare Ansenta. Korato ce mpremar Mo BpEME Ha
OpeMeHHOCT, 10106HN NekapcTBa (MEXUOUTOPH Ha OpAaTHOTO TI0EMaHe Ha ceporonuHa, SSRIs) Morar
Ja TOBMINAT DUCKA OT DPA3BUTME Ha €JHO CEpMO3HO VCIOXKHEHHWE NpH _GeGero, HapeueHo
NepeucTypama HyiMOHaNHa XHNepToHus 1pu HoBopoxeHoro (PPHN). cpbp3ano ¢ mossaTa Ha
YHECTEHO WlaHe W NOCHHABaHe Ha HOBOPOAEHOTO Oebe. OnucanWTe CHMOTOMU OGMKHOBEHO Ce
NOABABAT Npe3 NbpBUTE 24 yaca cnel paxaaHero. AKO Te3r CUMOTOMM ce HablionasaT npu Bamero
6ebe. TpabBa HesabarHO n1a ce oGbpHETE KBM Bamys gekap winm AKYIIEPKA.

Axo TpreMate AnBeHTa N0 BpeMe Ha GpeMeHHOCT, yBefoMeTe Bamure aKyuiepka u/unu

nexap, Thit karo Bamero GeGe Mosxe Na MMa HAKAKBH CHMITTOMH, KOTaTo ce pofu. Te3u cUMIToMu
OGMKHOBEHO 3am0YBAT Npe3 IIbPBHTE 24 Haca clie/l paXKIaHeTo Ha AeTeTo. Te BKIIOYBAT
HEJI0CTaThYHO XpaHeHe K PobIeMu ¢ nuaneTo. Ako Baireto Gee mMa Te3n CUMITOMH, KOTaTo ce
poau, u Bue nMate nputecHenus, cBbpkeTe ce ¢ Bammure nekap u/uiu aKylepKa, KOUTO 11le MoraT aa
B noceeersar.

AnBeHTa npemiuHaBa B kbpMara. iMa pHck fa okaxe edexr BbpXy 6e6eTo. ETo 3amo Tpabsa

Aa o6ceanTe ToBa ¢ Bamms nexap 1 To#/Ta me pem Aamm Tpa0Ba Jia cTipeTe 1a KbPMATE WM 1a
CHOpeTe TepalnusaTa ¢ AjBeHTa.

Ilodmpane u paGoTa ¢ MamIMHN

He wodwupaiite 1 He n3mon3paiiTe HUKAKBH Ypeau WIIH MalllMHy, 10KaTo He pa3bepere kak By Briuse
AnBeHTa.

BaxHa uHpOpManHA 0THOCHO HAKOH OT CHCTABKHUTE HAa AJIBEHTa

Tosu nexapcTBeH NpoxyKT chabpka 3axapo3a. Ako Baummsr nexap Bu e Kasai, 4e uMare
HETIOHOCUMOCT KM HSKOH 3aXapH, CBBPXKETE Ce ¢ HEro Npejilt ynoTpeGara Ha TO3H JIeKapCTBEHH
NIPOIYKT.

3. KAK JIA TIPHEMATE AJIBEHTA

Bunsaru npuemaiite Ansenra TouHO KakTo Bu e kaszan Bammus niekap. AKO He CTe CUT'YPHU B
Hello, nonuraiTe Bamms nexap uinu ¢apmanesr.

O6nvalino npenopryBaHaTa HavyaNHa 03a 3a JedyeHne Ha Jenpecus, reHepalu3upato TPEBOXKHO
PasCTPOHCTRO H COLMAIIHO TPEBOXKHO PasCTPOHCTRO e 75 mg Ha neH. JosaTa Moxe Ia 6pne
TnoBMIIABaKA OT Barlus jiexap MOCTENEHHO, 1 ako € HeoGXO0IMMO, TOPH 110 MakcumyM 375 mg THEeBHO
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3a Jgenpecus. AKO ce JieKyBaTe 3a IaHW4eCKO Pa3cTPONCTBO, BalumsT jiekap 1ie 3ao4He ¢ 10-HUCKa
no3a (37,5 mg) u clex ToBa Ue OBHUUIAaBA [103aTa ocTeneHHo. MakcumanHara 1o3a 3a
reHepann3upPaHo TPEBOKHO Pa3CTPOICTBO, COIMATHO TPEBOKHO Pa3cTPOHCBO U TTAHWYECKO
pascTpoiicTBo € 225 mg/neH.

[IpueMaiite AnpeHTa Mo NPUOIU3UTENHO €HO U CHIIO BpeMe BCEKH JIeH WM CYTPHH, UAU
Beyep.

Kancynute tpsbBa Jia ce HOTTIBLIAT LENH ¢ TEUHOCT U [1a He e OTBapAT, pa3uynBar, IhBYaT Uil
pasTBapsT.

AnsenTa TpsaOBa Aa ce IpHeMa ¢ XpaHa.

Ako nMaTe 4epHOIpoGHN Unn 6BOpeTHN TpobneMu, rosopeTe ¢ Bamms nekap, Thit kaTo Moxke /1a e
HeoOxoaumo Bamnara no3a ANBEHTa [a ce IPOMEHH.

— He crimpaiite nipueMa Ha AnBeHTa, 6€3 Aa ce KOHCyITHpaTte ¢ Bamms nekap (Bxk. Touka “Ako
CTE CHpeNy NpreMa Ha AnBeHTa”).

Axo cre npHeJau noseve or ﬂe06x0):mMa'ra Ao3a AnBeHTa

Ob6anete ce HezabaBHO Ha Bamms nekap WM ¢apMalueBT, ako CTE IPHENHM NoBede OT HeOOXOMMMATa
no3a ANBeHTa, IpeJiucana oT Bamwus nekap.

CHuMITOMUTE Ha €BEHTYaIHO Npeo3upaHe MOTaT [a BKIIOYBAT YCKOPEHO ChpliebueHe, TPOMEHH B
HUBOTO Ha GyHOCT (Bapupalliy OT CHHIMBOCT 10 KOMa), 3aMBIIIEHO BUXKAAHE, IbPYOBE N
NpUNagbUK ¥ MOBpBIIAHE.

AKO cTe IPONyCHAJH Xa IpHeMeTe AJIBeHTa
AKoO npoItyCHeTe 1034, IpUeMeTe 5 BeIHara cliej KaTo cH CNIOMHHTE. AKO 00ade € HacTHIIMIO BpeMe
3a creABallaTa 103a, ipeckoyeTe IPoIycHATaTa 1032 ¥ IpHeMeTe caMo eAMHUYHA 1033, KaKTo

obukHOBeHO. He B3eMaiiTe oBede OT JHEBHOTO KOMMYECTBO AnseHrta, koeTo B e 6uino
TpeANHCcato 3a eAWH JeH.

AKo cTe cripesiu mpHeMa Ha AJIBenTa

He cnnpaiite na npueMare BaiueTo nedeHne U He NOHWXKaBaliTe fo3ara Ge3 chBeT OT Bamms nexap,
JlopH aKo ce YyBcTBare no-nodpe. Axo Baumsr nexap cMita, e NoBeye He ce HyXaaeTe oT AJIBeHTa,
TOM/T Moke ia Bu nomonu 6aBHO fa moHwkute Bamara 703a IIpeau a cupeTe U3LAio

nedenneTo. M3BecTHo e, Ye HaCTHIBAT HEXENaHN peakIuH, KOraTo Xoparta CiMpar yrotpe6ara Ha
AnBeHTa, 0cO0EHO KOTaTo AJTBEHTA Ce CITpa BHE3AMHO WK A03aTa Ce TIOHMKaBa

TBBpJe Obp30. HiKon NauueHT! MoraT Ja IOMyBCTBAT CUMIITOME KaTo YMOpa, CBETOBBPTEK,
3aMajTHOCT, IaBoboNveE, CHHIIMBOCT, HOIHM KOMIMapH, CYX0Ta B YCTara, 3aryba Ha afeTHT, rajeHe,
AWapus, HEPBHOCT, AXUTUPAHOCT, 0GBbPKAHOCT, M B YIIUTE, MpaBy4KaHe WK, PAAKO, YCellaHus
KaTo OT eNeKTPUYECKH HIOK, CHaboCT, II0TeHe, I'bPYOBE WK MPUIONION0GHH CHMIITOMH.

Bawust nexap mie Bu nocnBeTBa 3a ToBa kak Tpsa6Ba NOCTENEHHO Ja CIpeTe IeYeHHeTo ¢ AJIBEHTA.
AXO NOYyBCTBaTe HAKOH OT TE3W WM APYTH CUMITOMH, KOMTO BH niputecHaBar, obspHeTe ce
KbM Bais nexap 3a JTOITbJIHATENIEH CHBET.

AKO UMaTe HJKaKBH IOMBIHUTENHH BBIPOCH, CBBP3aHH ¢ yIoTpe6aTa Ha TO3H MPOXYKT, MO
nonuraite Bamms nexkap win dpapManesT.

4. Bb3MOXKHHU HEJXKEJIAHU PEAKITUA
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Kakro Bcnuku JIEKApCTBa, AnBeHTa MOXe Aa NIpeAM3BHKA HEXKelaHu PEaKuuy, BEIIPEKY Y€ He
BCEKH I' monny4asna.

AJlepruyHH peakums
AKO NOMYYHTE HAKOS OT CIEIHUTE peakuuy, He nmpueMatite Ansenta. HezabaBHo xaxere Ha
Baiumst nexap uimi oTHAETE B CHIEMIHOTO OT/€NeHMe Ha Hali-GlH3KaTa HomHuna:
* Crirade B rbp/iMTe, XPHINOBE, 3aTPYAHEHO npernbulaie Wiv JUIiaHe
¢ Tlomysane Ha MuIETO, IBPNOTO, PBIETE WM XOUNATA
* UyBcTBO 32 HEPBHOCT MIIM TPEBOKHOCT, 3aMasIHOCT, 4yBCTBO 3a ITyJlcHpaHe, BHE3aITHO
3a4epssaBaHe Ha KOXKATa M/MNK YyBCTBO 3a TOIDIMHA

* Texbk 00puB, cbpOex WIN YPTHKH (TTOBIMIHATH IINAKH OT YepBeHa MIH Gle1a Koxa, KOUTO
9eCTO ChPOAT)

Cepnosnn Hexelanu peakumu
AKo 3a0enexuTe HIKOH OT ClieHHUTE MPU3HALI, MOXKE J1a Ce HyXZaeTe OT CIeMIHa MeIMUMHCKa
HaMeca:
* Cppaevnu npoGneMH KaTo ycKopeH Wi HETIPaBUIIEH ChPACYCH PUTEHM, IIOBUIUEHO KPHBHO
HaJsTaHe
TIpo6iemu ¢ ounTe KaTo 3aMBITIEHO BIDKAAHE, PasUpeHy 3eHALM
* IlpoGnemu ¢ HepBHTe KaTo 3aMagHOCT, yceluaHe 3a UTTIMYKH, HAPYIIEHNS Ha ABHKEHUATA,
FbPYOBE WU NpUNaTbLIU
*  Tlcuxmatpuunyu npoGiieMu KaTo XHIEPAKTUBHOCT 1 eybopus

CunapoM Ha ciMpaHe Ha le4eHHETO (Bx. Touka "Kak na npuemate AnBenTa, Axo cre CIpenu
npuema Ha AnBeHTa ). ‘

IInnen cnuebk Ha HeXenauuTe peakuun
Yecrorara (BeposATHOCTTA 32 TOSIBA) HA HeXKeNIaHUTe peakLnu ce Knacu(puuUpa KakTo clieasa:

MtHoro yectu Iosnussar nmoBeve ot 1 norpeGuren na 10

Yectu ITosnuspar ot 1 1o 10 norpe6urenu na 100

Heuectn IloBnussar ot 1 mo 10 norpedutenad va 1 000

Penxu Hosnuasar ot 1 go 10 notpeGurenu va 10 000

C HeusBecTHa wecTOTA HecToTara He MOXe 1a ce IPeZIBUM OT HANMYHNTe JaHHM

* Hapymenns na xpnLBTa
— Hevecmu: xpbBOHacanaHe; cMOIMCTO UCPHH U3NPOKHEHUA (ekannun) U KpeB B
MSNPDKHEHHATA, KOETO MOXE a € IPU3HAK HA BBTpelleH KPhBOU3IHB
C neussecmua vecmoma: Hamanen 6poii TpoMGonuTH B KpEBTa BH, KoeTo BomH IO TIOBHHIEH

PHCK OT KpBBOHACA/IaHE WM KbPBEHe; HapyLIEHNs Ha KPhBTA, KOETO MOXKe Ja foBeje 1o
TIOBHILIEH PHCK OT HH(EKIHH

¢ OO0MeHHM/XpaHUTETIHH HapymeHus
Hecmu: 3ary6a Ha Tero; NOBHIIEH XoIecTepon
Hevecmu: nannasane na termo
C neuseecmna wecmoma: nexut npomer B KPBBHUTE HUBA HA YEPHOAPOGHHUTE CH3MMH;
TIOHIDKEHHIE HAa KPBBHUTE HWBA HA HATPHSA; CHPOEX, KBITA KOKA MM TIOXKBITIBAHE Ha ouMTe
THMHA yPHHA HITH TPHIIONONOOHHM CHMIITOME, KOHTO €2 CHMITTOMH Ha Bh3MaleHHe Ha YepHUA
Apo6 (xenaTuT); 06BpKaHoCT, TIpEKOMEpEH NpHeM Ha Boza (u3BecTHO kato CHCAX);
TMaTOJIOrMYHO OTAENAHE Ha KbpMa

£

* Hapywenus Ha HepBHaTa cucTeMa
Mhnozo yecmu: cyxora B ycrara; riasoGome
Hecmu: NaTONIOrMYHM CHHUILA; TIOHIKEHO TuOMI0; 3aMasHOCT; TIOBHIIIEH MYCKYJI€H TOHYC;

L SmPCPIL011476/1 | 31.05.2010 — Updated: 31.05.2010 | Page 6 0of9 |




1.3.1 | Venlafaxine hydrochloride
SPC, Labeling and Package Leaflet | BG

Ge3chbHME; HEPBHOCT; UITIMYKH M TPBIIKH, CeIVpaHe; TpeMOop; 00bPKAHOCT; YYBCTRO 3a
M30JTMPAHOCT (MM OTAENEHOCT) OT caMus cebe ci M HelCTBUTETHOCTTA

Heuecmu: 3ary6a Ha qyBCcTBa MM eMOLMK; XaMOIMHAIMHY, HEBOJIEBH NBI>KEHUS Ha
MYCKynuTe; Bb30Yy/a; HapyilleHH KOOPIMHAIMS i PaBHOBECHe

Pedxu: qyBcTBO 3a 6€3110KOACTBO MITH HEBB3MOXKHOCT J1a CE CTOU CHOKOWHO B CeHaNO WK
U3IPaBeHO [ONIOKEHNE; I'bPYOBE MM NPHIIATBLM; TyBCTBO 34 CBPBXBB3OYNEHOCT UM
eydopus

C neussecmua wvecmoma: Bucoxa TeMIeparypa ¢ pUTMAHM MYCKYIH, 0GBPKaHOCT MJIN
@KUTHPAHOCT 1 MOTEHE, UM KO NI0YYBCTBATE BHE3ANHN MyCKYTHU JBIDKEHUS, KOUTO He
MOMKETE /la KOHTPOIUPATE, TOBA MOXKE /14 Ca CHMIITOMU Ha CEPHO3HM CBCTOSHUS, U3BECTHU
KaTo HEBPOJIENTHYEH MAIMIHEH CUHAPOM; ey GOPHIHN JyBCTBa, CBHIMBOCT, IOCTOAHHU Gbp3M
ABWKEHUS Ha OYMTE, TPOMABOCT, HECTIOKOHCTBO, YyBCTBO KaTO Ye 1M CTe THSAHM, [TOTeHe MIN
PUTMIHN MYCKYJTH, KOMTO Ca CMMIITOMH Ha CEPOTOHMHEPrHYeH CHHIPOM; J€30PHEHTHPAHOCT
¥ 06BPKaHOCT, CHIIPOBONEHH YECTO OT XATFOINHAIMS (menup); CKOBaHOCT, CITa3Mu U
HCBOJICBH IBIKEHUSA HAa MYCKYJIMTE; MECIIH 32 CaMOHapaHsBaHe Wi camoyGuiicTBO

* Hapymenus ua 3pennero n cayxa
Yecmu: 3aMBITIEHO BIDKIAHE
Heuecmu: IpoMeHeHN BKYCOBH yCelaHus; 3BbHEHE B YIUTe (THHUTYC)
C neusgecmna wvecmoma: Texxxy GoiKH B OUMTE U TIOHIDKEHO MM 3aMBITIEHO BIDKIAHE

¢ Hapywenns Ha cepueTo win KPLEOOOpaLIEeHMEeTo
Hecmu: IOBHILIEHO KPBHBHO HAJATAHE; 3a4YepBABaHe; chpuebueHe
Heuecmu: 9yBcTBO 32 3aMagHOCT (0COGEHO KOraTo ce H3IIPaBATe NpeKalieHo 66p30),
TMpUNIAABIH, yCKOpeHa ChpiedHa JeifHOCT
C neussecmna wecmoma: NOHIXEHO KPBBHO Hanirase; abHOpMHa, ycKopeHa Wi
HEPAaBHOMEpHa ChpJleyHa ISHHOCT, KOATO MOXe Ja JI0Beie 10 MpHNaane

¢ Hapywenus na numanero
Yecmu: npossBane

C neussecmna vecmoma: xanuivua, Xpunoge, 3amyXx U BUCOKa TeMIepaTypa, KOMTO ca
CHMIITOMH Ha Bb3UalleHHe Ha Genute apo6oBe, CBBP3aHO ¢ NOBUIIEHME Ha GeuTe KPBBHH
xnetku (benonpobua eosunodumms)

¢ Hapywenns na XPaHOCMHJIAHETO
Mruozo yecmu: ranene

Hecmu.: HaMaNeH aneTyuT; 3anek; NOBPHIIAHE

Heuecmu: cxvpuane cbe 366u; Juapus

C neussecmna uecmoma: Texxku 601KH B kOpeMa uiti rbp6a (KouTo GHMXa MOTJIM [a TOKazBaT
CepHO3eH NPObIIeM B YepBara, YepHUS Apod Mtk [IaHKpeaca)

¢ KoxHn Hapymenust

Mhnozo yvecrmu: notene (BKIIOUHTETHO HOIIHO U3NOTABaHe)
Heuecmu: o6pus; natonorndna 3ary6a Ha xoca

C neuseecmna wecmoma: xoxen 00pHB, KOHTO MOXKE /1 IOBEME [0 TEXKO H30pULIBaHe W
OeneHe Ha KOXara; cbpbex; ek obpue

* Myckyanu Hapymennus

C neuseecmna wecmoma: neobscauma MYCKYITHa 6OIIKa, YyBCTBUTENHOCT HITH CaBoCT
(pabnomwmonusa)

* Hapyme}ma HA MMKOYHATAa cHCTEeMA
Yecmu: 3aTPYAHEHO OTAEIIHE HA YPUHa; MOBHIIEHa YeCTOTa Ha YpuHMpane
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Heuecmu: HeBBL3MOXHOCT Jla ce OTaenM ypruHa

* PenpoaykTusHmn M cekcyaNHu HApYHIEHUs
HYecmu: NaToNOrMYHA eAKyNALHsA/OprasbM (MbXe); TUIICA HA OPrasbM; €peKTHIIHA

AucQyHKLMS (MMNOTEHTHOCT); HEPEJJOBHA MEHCTPYalKs KaTo 3aCHNIEHO KbpBEHE HIIH
3aCHJICHO HEPEJIOBHO KLPBEHE

Hevecmu: abHopMeH oprasbm (keHH)

e  Obéuwm
Hecmu: cnabocT (acTeHus); CTyIeHN TPBIKH
Hevecmu: 1yBCTBUTENTHOCT KbM CIIBHUEBA CBETIMHA
C neuseecmua wecmoma: NOKYTO JHLE WK €3¥K, 3aXyX MIIH 32TPyAHEHO AMIIAHE YECTO C
0bpnBH (TOBa MOXE N1a € CEpHO3HA ANePrUYHA PEeaKIis)

AJIBEHTA MOHsKOTa IPHYMHABA HEXKeTaHH PeakLHH, KOUTO MOXE Jia HE YCEeTHTe KaTo

TNIOBUILIEHHE HA KPBBHOTO HANATaHEe WM aGHOPMEH ChpIIEYeH PUTHM; JIeKH IPOMEHH B KPHBHUTE HUBA
VTN 4epPHOAPOOHHUTE EH3UMH, HATpHUs WM XonecTepona. [To-psaako ABeHTa Moxe 1a

TIOHVOXH (PyHKIMATA Ha TPOMGOIMTHTE B KPBBTA BH, XOETO BOMH 110 OBHINIEH PHCK OT
KpbBOHACANAHE MM KbpBeHe. 3aToBa BamusaT nekap MOXe OT BpeMe Ha BpeMe fia Jkellae Ja
U3BBPLIBA KPHBHU M3CIIE/IBAHMS, 0OCOOEHO aKo CTe MpHeMann ANBEHTa TBIro BpeMe.

AKO HAKOS OT HEeXeJIaHMTE JIEKApCTBEHH PEaKIUM CTaHE CepHO3Ha, MK 3a0eseKuTe IpyTH,
HEOIMCAHN B Ta3W JCTOBKA HEXENIaH! peaKLuH, MO yBeaoMeTe Banmis nekap umv gapManesr.
5. KAK JA CBbXPAHSIBATE AJIBEHTA

C'bXpaHﬂBaﬁTe Ha MACTO, HEXOCTBITHO 3a JAela.

He m3nonsBaiite AngenTa ciiefi Cpoka Ha FOLHOCT OTOENIs3aH BhPXY KapTOHEHATa ONAKOBKA.
CpoKbT Ha FOIHOCT OTrOBaps Ha NOCTEAHNS IeH OT HOCOYESHHMS Mecell.

Toan JIEKApCTBEH MPOOYKT HE M3UCKBA CIICIIUAITHU YCJioBHA 33 CBXpAHCHHE.
HekapchaTa HE TpH6Ba Ja C€ U3XBBHPJIAT B KaHAIN3aluATa UiIN B KOHTCﬁHCpa 3a JOMAalIHN OTHadbIu.

Hormraiite Bamns gapManeBT kak Ja yHHIOXKNTE HeHYXHATE Bu nekaperea. Te3u Mepku e
CTIOMOTHAT 3a ONla3BaHe Ha OKOJIHATA Cpejia.

6. AOIIBJIHUTE/IHA UH®OPMAIIHS

Kaxkpo chabpika AnseHTa

- AKTHBHOTO BEIIECTBO € BeHIadaKcHH.
AnsenTa 37,5 mg: Beska Kalcyia ¢ yABIKEHO 0CBOGMKIaBaHe, TBBPAA, CBABpxka 37,5 mg

Bennabakcun (venlafaxine) xaro 42,43 mg BennadhakcHHOB xunpoxnopuzn (42.43 mg venlafaxine
hydrochloride)

- HApyTuTe cheTaBkH ca:
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CrabpiaHne Ha kancyara:

3axapuu cdepu (3axaposa, UapeBUIHO HALIECTE), XMIPOKCHIIPOIIMIILENTY 032, IOBHIOH K 30,
CTHIIEeNYN03a, TMOYTHIIOB cebaKar, Tajk.

37.5 mg kancynu

Kax usraexna Ansenra u kakgo CHABLPKA ONAKOBKATA
AJlBeHTa 37,5 mg Kancynu ¢ yasmkeHo OCBOOOXK/JaBaHe, TBBPIM: HEPO3PATHH KaIlcyny, B ropHaTa
vacr ca kadgaBo-po3oBy, a B JONHATA ca Heim

OnakoBka:
Kyt no 10, 14, 20, 28, 30, 50, 98,100, 100 x 1 Kancyny ¢ yIbIDKeHO 0cBOOOKIaBaHe, TBBPIOH, B
6iMcTepHa onakoBKa.

KyTtau no 50, 100 u 250 Kancymm ¢ yneipkeno ocBoboxaaBane, Tebpau B HDPE Karcynex
KOHTelHep.

He Bcnuxu onakoBku Morar na ce MyCHAT Ha Nasapa.
Ilpurexaren Ha paspemennero 3a ynorpeda u npousBoauTE
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CrioBeHus

To3u nekapcrBen npoaykr e Pa3peieH 3a ynorpeda B cTpanure-Yienxu Ha EVO NOJ cAeaHUTE

HMeHa:

Hme Ha cTpana ynenxa HMme na nexapcrsBoTo
VHrapus Olwexya

- bearapus Alventa
I'epmanusn Venlafaxin Krewel
Hranus Venlafaxina Krka
PymubHus Alventa
ObenuHeno kpajncTBo Alventa XI.

JIaTa Ha TocJIeHo onoﬁpelme Ha JTHCTOBKAaTa
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