JIucroBka: nugopmauusi 3a norpedbuTe. s

EAPOHAKC 4 mg ra6ierkn
EDRONAX 4 mg tablets

peOokceTuH (reboxetine)

lIpoyereTe BHHMATE/NHO USAIATA JIHCTOBKA, NPE/IN /12 3aMI0MHETE 12 IIPHEMATE TOBA JIEKAPCTBO,
Thil KATO TS ChABLPKA BakHa 3a Bac undopmanmus.

- 3amna3sere Tasu JUCTOBKA. Moxe 11a ce HAlOXKH J1a s TPoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JI0IbIIHMTEIHH BBIIPOCH, NonuTaiite Bawuus nekap uiau dpapmauesr.

- Tosa nekapcTBo e npeanucano gnuHo Ha Bac. He ro npeotcrbnBaiite Ha apyru xopa. To Mosxe J1a
UM HaBpe/IH, HE3aBUCHMO Y€ MpPH3HALIMTE HA TAXHOTO 3abonsBaHe ca chlMTe Kato Bauure.

- AKO MnoJy4yHTe HAKAKBH HeXeslaHW peakuuu yseaomerte Bawmns nekap uan dapmauest. Tosa
BKJIFOYBA M BCUYKH Bb3MOKHHM HE)KeJIaHW peakliMi, HEONMNUCaHHu B Ta3H JIMCTOBKA. BuxkTe Touka 4.

KakBo ChAbpPAKA Ta3H JIHCTOBKA

KakBo npejcrasnsBa EapoHakce v 3a KakBO ce M3M0J3Ba

KakBo TpsabBa na 3Haerte, npeau aa npuemere Exponakc ;,9 o
Kak aa npuemare Eaponakc

BB3MOXKHHM HEXEaHW peakLuH

Kak na cbxpanssare Exponakc - 6 9875 02 -07- 2025

CobabpkaHue Ha ONakoBKaTa M JI0MbJIHUTE/IHA HHpopmalHs

AN B W) —

1. KakBo npeacraB/isiBa Eﬂpﬂllﬂk‘c H 34 KAKBO C¢ H3I10./I13BAa

AKTHBHOTO BeulecTBO B EapoHakc e pebokceTHH, KOETO craja KbM rpyna jekapcTBa, HapeueHH
AHTH/IETIPECAHTH.

EHPOHHKC C€ M3I10/13Ba 3@ HHTEH3HBHO JICHEHHE HA JICNPECHBHH CbCTOSSHHUSA/ rOJISM ACINPECHBEH

CIMHU30/1, KaAKTO H 3a NOoUIbpPiKaHE ﬂDﬂUﬁp’E‘HHETO Ha Bawure CHMIITOMH, KOI'aTO [MbpBOHAYAJIHO CTE CC
IMOBJIHAJTA HA JICHEHHUE C pEfiUKCETHH.

A KakBo TpsiOBa 1a 3HaeTe, npeau 1a npuemerte Exponakce
He npuemaiite Eaponakc

- @KO CTe aJIePruyHM (CBPBbXUYBCTBUTEIHH) KbM PeOOKCETHH HJIM KbM HAKOS OT OCTAHA/IUTE ChCTABKH
Ha TOBA JieKapcTBO (M30poeHH B TOUKa 6).

[Ipeaynpex/aeHUs H NpeANa3zHH MEPKH

["'oBopete ¢ Bawus nekap namn papmaueBT, npeau aa npuemete EapoHake ako:

» MnojiyyaBaTe KOHBYJICMHM HIIH CTpajaTte OT enUIencus. AKO MOJYUYUTE MPUCTBITH, JIEYEHHETO ¢
peOOKCeTHH TpsadBa Ja ce npeKkpaTH.

i “UMaTe CUMIITOMH HAa HapyLIeHHE B YPUHHPAHETO, YBEJIMYEHA MpocTaTa MM B MUHAJIOTO CTe
UMaJju CbpJleuHH npodiemMu.

) B3eMaTe JIEKapCTBa 3a MOHM)KaBaHe Ha KPbBHOTO HaJIsiraHe. .

= umare yepHoapoOHH Ui 0bOpeunn npobaemu. Moxke j1a ce Hanoxu Baluuns ”O,?\\-\
anantupa Bawara no3a. e o N

® [pueMare JeKapcTBo, HapeyeHo MoHoamuHookeuaaseH (MAQO) uHXUOUT
Je4yeHue Ha aenpecus, uiau cre npueMasin MAO uHxubuTOp npes nocne
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Moxe na ce Hanoxu Bawuar nekap aa cnpe npuema Ha MAO uHXuGHTOpPA NOHE NBE CEAMMUH
npeay 3anoypaHe Ha TepanusaTa ¢ Eaponakc.

. HAKOTa CTC UMAaNW MaHHAKallHK eNH3014 (CBPBHXAKTHBHO NOBEAEHHE HAKH MHUCIH).

umare nNpoOdneMy ¢ OUHTE, KATO HanpUMep ONpeaeSieHHd BUAOBE ri1ayxoMa (TOBHILIEHO HANATaHe
B OKOTO).

CepoToHHHOB CHHADPOM

CepoTOHHHOBHAT CHHAPOM € NOTEHLHATHO XHBOTO3aCTPALIABALILO ChCTOAHUE, KOBTO MOXE 1A
HAaCTBIH, KOraTo ynorpebssare EapoHakc caMOCTOSTENHO #IK B KOMGHMHALIMA ¢ APYTH NeKapcTBa
(Brxre Touka 2, JIpyru nexkapcrea u Enponakc®). IIpM3HaunTe 1 CHMNTOMMTE Ha CEPOTOHMHOB
CHHAPOM MOTAaT Ja BKTIOYBAT KOMOHHAUMSA OT CIeAHHTE ChCTORHUS: 00BbpKBaHe, He3anokofcTro,
XanourHauKH, koMa, chpledreHe, NoBULLIEHa TEMIIEPATYPA, pe3ku MPOMEHH B KPhBHOTO HANATAHE,
H3NOTABAHE, 3a4EPBABAHE, TPEMOP, CBPLXAKTHBHY pedaeKCcH, raleHe, TOBPbLIAHE H JHAPHS.
Cabpkere ce Beanara ¢ Bamins aexap uan oruaere B Hafi-6113K0TO CNICLIHO OTAedeHHE, AKO
CMATATE, Ye CTe MOJYHHIH CEPOTOHHHOB CHHAPOM.

Mucnu 3a camoy6briCcTBO ¥ BAOWIABaHe HA BawaTa genpecus

AKO cTpajaTe OT JeNpecHA, MOXe MOHAKOra 1a HMAaTe MUCIH A C€ HAPAHUTE WIH I8 NOCerHeTe
HA XKHBOTA cH, Tean Muciu Morat Ja 6BAAT 3aCHIIEHH, KOTATO 3a PBB MBT 3AMOUBATE JA IPHEMATE
AHTHIENPECaHTH, T KaTO J0KaTO Te3M IeKapcTBa 3anovHaT Aa AeHcTBaT 06UKHOBEHO ca
HeOOXOAUMH JBe CeIMHULH, a MOHAKOra U noBeye.

Bue Moxe O1 € no-BepOATHO Aa MUC/IHTE Taka:

U aKo U Npean CTe MMATH MHCITH 33 CaMOYOHICTBO WK 3a HapaHABaHe.

¢ aKo CTe Ha Bb3pacT mMexay 18 u 25 roauHu. UHopMauuaTa OT KNHHHYHNUTE NPOYUBAHHS
noxassa MOBHILIEH PUCK 32 TAKOBA NMOBEACHKE NPH NHUA NOA 25 rOAMHH C NMCHXKATPHUYHHU CHCTOAHHS,
NEKYBaKH ¢ aHTHAETIPECAHTH.

AKO NMaTe MHCNK 1a C€ HAPAHHUTE WITH Na MIOCETHETE Ha XHBOTA CH, CBbPXKeTe ce ¢ Baumus nexap u
BeAHAara ornaere B Hal-6anikara 6oauuna.

Moxe aa BH e 0T noa3a na kaxetre Ha Bam poannna nan GAHILK NpUATEN, Ye CTe AenpecypaHy
M 1a ' MOMOJINTE Ja NpoveTar Ta3y nucToBkKa. Moxe 1a rv niomonuTe Aa BU KaxaT, ako MHCIAT, 4e
Batuata aerpecus ce BOLIaBA UK aKO T€ CE TPEBOXKAT 3a NPOMeHH BLB BalueTo noseaexue.

Jdeua U JOHOLIN

Eaponaxc obukHoBeHO He TpAOBa Aa ce H3Mmon3Ba NpH Jela U FHOLIK noj | 8-roAHUIHA BB3PacT.
[TauueHTH nox 18 roaMHHU ca U3NOMKEHH HA MOBHIUEH PUCK OT HEXeNaHW ¢bOHTHA, KaTo OMUT 3a
camoyOuicTBo, camMoybuiicTeen MUCu 1 BpaxaAeOHOCT (OCHOBHO arpeCHBHOCT, NOBENEHHE Ha
MPOTHBOMNOCTABAHE U FHAB), KOraTo ca JIEKYBAaHH C TO3M Kac nexapcTa. BBIpekH TOBa, ako Cre
nanudeHT noA 18 roauHu, MMa BepOATHOCT BaluuAT nekap fa peun da Bu npeanuwe Eapoxakc, ako
TOBa € BbB Bau nHTepec. Ako Bawuar nexap Bu e npeanucan EapoHakc u Bue xenaerte na o6cpanre
TOBA C HEro, MOJIA, CBLPXKETE CE C HErO 3a JOMbAHUTERHA HHPOpMALKA.

OcseH ToBa aKo ¢Te noa 18 rogxHu 1 npuemate Eaponakc u Haxo#t OT cHMNTOMHTE, H3OpoeHH no-
rope, ce NOABY WY BAOWH, TpaOBa na uidpopmupare Bawug nexap.

Chlo Taka ApnrocpovyHata desonacHoct Ha EapoHakc no oTHouleHWe Ha Bawns pactex, cb3paBaHe H
MO3HABATENHO HIIH NIOBEACHYECKO PA3BUTHE BCE OLLE He € JoKa3aHa.

Apyru aexapcrea H Eaponaxc

Tpabsa na kaxere Ha Bawus nekap nnu ¢apMaLeBT, aK0 NPHEMATE, HACKOPO CTE NpHEMaIH
BBb3MOXKHO Ja npHeMeTe ApYyry nekapcrsa.

EnpoHakc MOXe a NoBRnKse AeCTBUETO HA APYTH JIEKapcTBA UNH A3 ObJe NOoBIHA
NeKapcTBa ca:



. onpejenesu NpOTHBOIEOMUHM NeKapcTBa, HAMpP. KETOKOHA3ON

. OnpeaeneHH aHTHOUOTHM, HaNpP. EPUTPOMULIMH, pUudaMNHLIMA

J JI€KapCTBa, HApPEYEHW €proTaMUHOBH NPOH3BOAHH, H3MONR3BAHY 3a JICUEHHE Ha MUTPEHa 1
[MTapknHcoHoBa 6onect

. Kanui-rybewin auypetrun (nexapcTea 3a 06e3B0AHABAHE), HANP. THASUAM

. NeKapCcTBa, H3MON3BAHH 3a /IeYEHHE Ha enuiencus, Hanp. ¢peHobapbutan, kapbamaszenuH u
(EHHTOUH

o PACTHTENHH NCKAPCTBEHH NPOAYKTH, CbABPKALLH XKBIT KaHTapHon (Hypericum perforatum)

J ICKapCTBa, KOMTO NpHeMaHy ¢ EnpoHake, MOXe Aa yBenHyar pucKa OT pa3suTHe Ha
CEPOTOHHHOB CHHAPOM (BukTe Touka 2 , [TpenynpexneHus u npeanasiHu MEpKH“):

- HAKOH aHTHAeNpPeCaHTH, HapruyaHH MAO HHXHOHTOPH, TPHUHKIHYHK H
TETPAUMKNHYHH aHTHIENPECaHTH, HE(A300H, CENEKTUBHH HHXHBHUTOPK Ha
obpaTHOTO 3axBallane Ha cepoToHHHa (SSRI), kato GnyBokcaMuH, Apyru
HHXHOUTOPH Ha 06paTHOTO 3axBaLlaHe Ha cepoTonyH-HopenuHedpuH (SNRI) unu
TUTHINA

- IEKapCTBa, HapeYeHN TPUNTAHH, H3NON3BAHH 33 IeYeHUE Ha MUIPeHa

- Apyrid MAQ HHXWOHTOPH KaTO NKHe30aUa (AHTHOMOTHK) ¥ METHIICHOBO CHHbLO
(M3M0/13BAH 33 NeYeHHe Ha BUCOKM HHBA HA METXEMOTIIOOHH B KPBBTA)

- IeKapCTea, ChAbPKALIM onHoKuaM (KaTo OynpeHopdHH), H3MON3IBAHHM 33 TEHEHHE HA
cunHa B6onxa u/MnK NpuUCcTpacTABaKe KbM ONHOHIN

- IeKapCTBa 3a IeYeHHE Ha TPEBOXKHOCT, KaTo DycrupoH

- TEKapCcTBa, ChAbPXALH TPUITO(GAH (M3NON3BAHM 33 JIeYeHHEe Ha ITPoOIeMH KaTo
CHHIHUBOCT WK SENpPecHs).

EapoHakc ¢ XpaHHM H HANTHTKH
Enponakc Moxe na ce npHeMa cbC Ui 6e3 xpana.
bpemMeHHOCT H KbpMeHe

AKo cTe OpeMeHHa K KbPMHUTE, CMATATE, Ye MOXE Aa cTe OpeMeHHa WK naHuparte GpeMeHHOCT,
nochBeTBalTe Ce ¢ Bawna nekap nnu dapmauest, npean ynorpedara Ha TOBA JIEKAPCTBO.

bpemeHHOCT

Hsma aneksaten onut 3a ynorpebara Ha Eaponaxc npu 6pemenHn xeun. He npuemaiite Enponake,
ako cTe GpeMeHHa, ocBEH ako BawiuaT nekap He cunTa, e ToBA e abCONOTHO HeoOX0aAHMO, crel

BHHMATEJIHO 00CHXKaaHe Ha CHOTHOWEHHETO noasa/puck. HesabasHo undopmupaiite Baiuus nekap,
axo cte 6peMeHHa WK nnanupare Ja 3abpemeHeere.

Ktpmene

Enponakc npemuHaBa B KbpMaTa B MaIKH KonudecTBa. UMa piCK OT NOTEHUMANTHO Bb3JAEACTBHE
BbpXY 6edeto. [lopanu ToBa Tpabea na obcbanTe To3n BBIpoc ¢ Balng nexap u Toit Aa peluy Janu
TpaOBa a npekpaTuTe KbPMEHETO, HAK fa cnpeTe neveHHeTo ¢ Enponakc.

lllogupane u paboTa ¢ MatIHHA
[Tpenopbusa ce fa 6baeTe BHUMaTENHU NpH Wodupare u paboTa ¢ MAIIHHH,

He TpabBa na wodupare uan paboTute ¢ MalUMHK, AOKATO HE C€ YBEPHUTE, Ye He CTE MOBIHAHU
(HanpuMep CbHAUBH) 0T EgpoHaxc, u ye e 6e30nacHo Aa H3BBPILBATE Te3K AEHHOCTH.
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3. Kax na npuemate Eaponakc

Bunaru npuemaiite ToBa 1eKapcTBO TOYHO KakTo By e kasan Bawmuat nexap unu thapmauest. Ako He
CTe CHI'YPHH B Hellto, nonuTaire Bawus nekap unu dapmauesT.

[TpenopbunTenHaTa 1032 32 Bb3pacTHH € 8 mg AHEBHO (eaHa TabneTka ot 4 mg ABa MbTH JHEBHO).
B®3 ocHoBa Ha Bawns 0TroBop kbM nekapcTBoTo, cied 3-4 ceamuuy, BaumsT nexap Moxe aa Bu

npeanuite oo 10 mg aHeBHO, ako e HeobxoaUMO. MakciManHaTa NHeBHa 034 He TpabBa aa
Haasuwaea 12 mg.

. [Tpu naumenTy ¢ Hapyiuena 6s6peyuna unu yepHoapoGHa dyHKuMA, HawanHaTa 1038 € 4 mg
AHeBHO. Ta MOXe BnocneacTane aa 6bae yBeM4eHa B 3aBUCHMOCT OT UHAUBUIYATHUSA
OTrOBOP.

. Ynotpebara Ha EapoHake 4 mg TabneTku He MoXe a ce npenopbya NpH NauHeHTH B
CTap4ecka Bb3pacrT.

D Enponakc He TpabBa na ce u3non3ea MpH Jeua M OHOWIK Ha BB3pacT nog 18 roauny.

Tabnetkute Tpabea Na ce NpueMar B 18e pasfeneHy 1034, €AHA 103a CYTPHH W eaHa Bevep. TpaGea aa
nperrbTHeTe Bawata tabneTka ¢ yatua pona. Tabnetkara Moxe fa 6bae pas3fencHa Ha ABE PaRHH
po3u. He guByete Tabnerkara.

3a na Bn e no-necHo ga He 3abpaesaTe aa npueMare Eaponakc, Moxke na npuemare Bawure Tabnetky
110 €HO U CHLUO BpEeMe BCEKH JIEH,

Kakto v apyru nekapcra Eqponaxc HAMa aa o6nexkun BawnTe cumnTomu HezabapHo. 1l]e 3anouHere
A8 ce 4yBCTBaTe Mo-200pe B pAMKUTE HA HAKOJIKO CEAMULIH.

BaxcHo e Aa npoab/kKTe Aa npuemMate BauunTe Tabnerxy, BbNpekH e ce UyBCTBaTe o6pe, 10KATO
Bawmsat nexap He Bu nocesersa na ru npexparure. Heobxoaumo e na 6baeTe Thpnenusy, 3amioTo
aKo cnpeTe Aa npuemare TabneTkuTe TBbPAE paHo, BailiuTe cHMITOMU MOXe J1a C€ Bb3BbPHAT.

AKO cTe npHean noseve oT HeoOxoauMaTa go3a Eaponakce

Bue nukora He 6uBa na npuemare noseve Tabnerxu, otkonkoro Bu e npenopbuan Bawust nexap.
AKO npuemeTe TBbpAE MHOTO TabneTky, TpAbGBa Aa ce csbprkeTe HezabaBHO ¢ Batuus nekap unu aa
oTurete B Hafi-61M3KOTO BOMHHYHO 3aBeaeHHe. AKO npHeMeTe noseue TabneTkn Eaponakc
OTKONKOTO TpAOBa&, MOXKE a UMaTe CUMITTOMH Ha [peAo3npaHe, BKAIOYBALIM HUCKO KPbBHO HAJAraxe,
TPEBOXKHOCT U XHIIEPTOHHS.

AKO cTE MIPONYCHAJIH Aa NIPHCMETE EHPDHHKC

AKO CTe NpONycHanM Aa rpuemere EnpoHakc, B3eMeTe cieaBaliaTa cu Jo3a B o6uyatHoTo speme. He
BieMaiTe JBOHA 1034, 3a 1a KOMIIEKCUpATe nponycHarara tabnerka.

AKO CTe cnipenn npuema Ha EaxpoHake

He Tpabsa aa cnupate npueMa Ha TOBa IeKapCcTBO, OCBEH ako Bawuunart nexap He Bu e ka3zan, TsH karo
Bawuute cCMMNTOMH MOXe J1a ce Bb3BbpHaT.

HMa HAKONKO CHobLieHR 3a CHMNTOMHM Ha OTHEMaHe, BKAOYBALUH rnaBobomnue, 3amaiin
M raZicHe, KOraTo NauHeHTH ca CIpenH JeueHueTo ¢ EapoHakc.

AKO UMaTE HAKAKBH JOMBIHUTE/HH BBIPOCH, CBbpP3aHH ¢ ynoTpefaTa Ha TOBA J1eK
Bawng nexkap win ¢apMaleBT.




4. BBL3MOXKHH HeXeJAHH peaKLHH

KaxTo BCHuKH eKapcTBa, TOBA JIEKAPCTBO MOXE Aa NMpPe/IH3BHKA HEXKENAHH PEaKLMH, BbIPEKH 4e He
BCEKH I nony4aea. [loBeyeTo HexenaHu peakunu ¢ Eqponakc ca neku u 06MKHOBEHO OT3ByYaBarT
cnel NbpPBUTE HAKOIKO CEAMHLH Ha JeyeHHe.

AKO HSKOS OT HEXENaHUTE /IEKapCTBEHH peakLMH CTAHE CepUo3Ha, HiH 3abenexuTe ApYyrH,
HEONHCAHH B Ta3K NMCTOBKA HEXENaHU peakuHH, MOns, yBenoMete Bawuusa nekap unu ¢gapmalest.

MHoro yecTH: MOraT f1a 3acerHat noseve ot 1 Ha 10 gymn

YecTH

HapyuleHus Ha ChbHA (6e3chHue)
3aMasgHOCT

CYyXota B ycTaTa

3anex

rageHe

MOTEHE

MoraT aa 3acernart 70 1 na 10 aymmu
rnaBobonue

nunca uny 3aryba Ha anetut
Bb30yna, TpeBOXKHOCT

napecresnd (ycellaHHA 3a MpaBy4YKaHe W H3TpBNBaHe), HeCNOCOGHOCT 3a CeJleHe M CTOCHE Ha
€1HO MACTO, NPOMEHEHHU BKYCOBHU YCEUtaHUR

NMIICa Ha 3puTeneH Gokyc
MOBUILEHA H€CTOTa Ha CbpaeuHaTta aAefHOCT, chpuebiene

pa3sludpCHK KPEBOHOCHH CBAORE, NTOHH)KABAHE HAa KPBBHOTO HANMATAHE NMPU PA3KC H3IpaBsAHE,
[TOBHILCHO KPBbBHO HAJIATAHE

NoBpbLUaHe
0bpun
ycelllaHe 3a HEMBJIHO UK 3abaBeHo H3npa3BaHe Ha MUKOYHNA MeXyp, MH(DEKLHS Ha

MHUKOYHHUTE MbTHILA, OONE3HEHO YPHHUpaAHE, HEBB3IMOXKHOCT 3a MBJIHO H3Npa3BaHe Ha
MUKOYHHSA MEXYD

HapyLIEeHHs Ha epexLMaTa (HMNOTEHTHOCT), 3abaBeHa unu 6oje3HeHa esKynaumus
Tpenepexe

HeuecTH: MoraT aa 3acerHaTt 20 1 Ha 100 aywmn

pa3uIMpeHH 3eHULH
CBETOBBPTENK

Peakn: morat na 3acersar ao 1 na 1 000 gymn

rnaykoma (CECTOHHHE, BOAELLO A0 NOBULIEHO HAMAraHE B OKOTO)

C HeM3IBECTHA Y€CTOTA: OT HAJHYHHUTE ARHHK HEe MOXKe na 6bae HAIIpaB€HA OLICHKA

L
&
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CEPOTOHHHOB CHHIpPOM (Buxre Touka 2 , ITpeaynpexaeHna 1 npeanasHd MepKH*)
XHIMOHATPHEMHS (MHOTO HUCKM HUBA HA HATPUHA B KPbBTA)

pasApa3zHUTENHOCT, XaTKLUHHALKH

MHUCIH 3a caMOoyOuficTao 1 camoyOuitcTBeHO noseaeHHe

Cbobimasar ce cnyyau Ha MHCTH 3a camMoyBuiicTBO M caMoyOHIACTBEHO MOBEREHHUE 1O BpEMeE
Ha JeveHUueTo ¢ peboKceTHH UM BeaHara ciej CriMpaHe Ha Je4eHHETO (Bmx're TOYKaA 2
wI1peaynpexxaeHus U npeanasHu Mepku”)
CTYREHH KpaliHHLY, peHoMed Ha Pelido (cnabo kpbBooOpaluenue B kpaiiH
B NPBCTUTE, HO MOXE J1a 3aCerHe ChLUO HOCA U YLIHTE, KOXaTa u3bneaHsB
M3TpbOiHANA)

AIEPrUYHO BB3NATEHWE Ha KOXKaTa




o 0O0JIKa B TeCTUCHUTE
®  pa3snpa3HHUTENHOCT
® TIOBHLUEHO HANATAHE B OKOTO

CrobwaBaHe HA HeXe1AHH peaKiHH

AKO NOJIy4HuTe HAKAKBY HEXENAHU NEKAPCTBEHN PeakKUMH, yBejoMeTe Bawuna nekap unu dapmauesT.
ToBa BK/I04B2 BCHYKH Bb3MOXKHH HEOTIHCAHH B TA3M JIUCTOBKA HEXKENAHH peakUuu. MoxeTe cbiuo Ja
ChOOLLMTE HEXENAHH peakUUH ANPEKTHO 4pe3 M3nbaHKTenHa areHlMs no nekapeTeara, yi. , Jlamsu
['pyes” Ne 8, 1303 Codms, Ten.: +359 2 8903417, ye6eaiit: www.bda.bg. Karo chobuapate
HEXENaHH PEAKUHH, MOXKETE Ja Raaere CBOA NPUHOC 3a NoJ/ly4aBaHe Ha NoBede HHPOPMALHS OTHOCHO

Oe3onacHOCTTa Ha TOBa NeKapcTso.
5. Kak aa cexpanssate EnpoHakc

Jla ce cuxpansaBsa npu remnepatypa noa 25°C.
byTnaka: cbXpaHsBaiiTe OnakoBKaTa [UTbTHO 3aTBOPEHA, 3a Aa 3allUTUTE OT Brara.

Ha ce cbxpaHsBa Ha MACTO, HEAOCTBITHO 3a AELA.

He u3non3BaiTe TOBA N1€KapCTBO CNel CPOKA HA NOJHOCT, OTOENA3aH BhPXY KAPTOHEHATA OMaKOBKA.
CpOKBT Ha TOJHOCT OTroBaps Ha NMOCAeAHUR JeH OT OCOYEHHS MeCell.

He u3xsbpnsiiTe nexapcrsaTa B KaHanM3aUuMaTa MM B KOHTEHHEPA 33 JOMALLIHU OTNAAbUH.
[TonuraiiTe Bawus ¢papManesT kak Aa U3XBbPISTE NIEKapCTBAaTa, KOUTO Bede He uinon3eare. Tesu
MEPKH L€ CTOMOTrHAT 3a Ofa3BaHe Ha OKOJIHATA Ccpejia.

6. CuabpkaHHe HA ONAKOBKATA 1 JONMBJIHUTENHA HHPOPMALIHSA

Kakpo cbaspixa Eaponakc

AKTHBHO BenlecTBO: pebokceTuH. Beska Tabnetka cbabpka 4 mg peGokceTHH.
Hpyru chCTaBKH: MHKPOKPHCTANHA LSy 1038, KanuueB xujporeddocdaTt AMXHAPAT, KPOCTIOBHIOH,
CHUITHLIMEB IHOKCHK I, MarHe3nes creapar.

Kak uHiraexna EApoHaKe H KAKBO ChLALPAXA ONAKOBKATA
Enponaxc ca 0enu, xpbrinu, H3anbkHanu TabReTKH ¢ AeNUTeNHa YepTa.
Mapkupanu ca ¢ “P” oTAfBO Ha AenuTenHaTa yepta U ¢ “U” oTaacHo.
Ha obparnarta cTpaHa ca MapkupaHH cbe 76717,

TabneTkata MOXe a ce pa3fieis Ha paBHY J03H.

EnpoHakc ce npeasntara B onakosku no 20 v 60 tabnetrkn B 6nucTepu unu no 20 n 60 TabneTky B
OyTHaka oT noaKeThneH ¢ Bucoka nbTHOCT (HDPE) cbe cyluuren cunukaren B UMAKHABP, 3aTBOPEHA
¢ Kama4ka OT [MOJIMNPONUIIEH C HATUCKAHE U 3aBBpTAHE CpelLily OTBAapAHE OT Aena. Beaka OyTunka
CBABPXKA CYLIMTEN CHNHKares, koito Tpsabsa ga ocraHe B OyTuikara, 3a Ja Npennaspa Tabnetkure.
CyludTensT cunuxaren € nocTaseH B OTJAENEH LUAMHABD U He TpabBa fa ce nmornsLua.

He BCHYKH BHAOBE OMNAaKOBKU Morar Aa 0bAaT NyCHATH Ha Iazapa.
IIpuTexaTen HA pa3pelieHHeTo 32 ynoTpeba » NpoH3IBOAUTE

IIpuTexaTes Ha pa3pelieHHeTo 3a ynoTpea

PFIZER EUROPE MA EEIG




Boulevard de ia Plaine 17
1050 Bruxelles
benrus

IlponiBoanTen
Pfizer ltalia S.r.|.
63100 Localita Marino del Tronto

Ascoli Piceno
HUranus

ﬂﬂTﬂ HE NNOCAEAHO IIPEPAITIEKIAHE HA THCTOBKATA.




