JUCTOBKA: HH®OPMAILIHA 3A IIOTPEBUTEJIA

Boarapen 25 mg cTOMAIIHO-YCTOHYHBH TabJIeTKH
Voltaren 25 mg gastro-resistant tablets

Boatrapes 50 mg ¢cTOMAaWHO-YCTOHYHBH TA0NETKH
Voltaren 50 mg gastro-resistant tablets
avknodenak narpuii (diclofenac sodium)

[IpoueTeTe BRHHMATENHO UAIATA JIHCTOBKA NIPEH Aa 3aN04HETE 12 BPHIATraTe TOBA JIEKAPCTBO, ThH

KATO TH ChABP:Ka BaxHAa 3a Bac uadopmManns.

- 3anasere Ta3yu JUCTOBKA. MOXe Aa ce HANOXH Ja 8 NMPOYETETE OTHOBO.

- AKO UMaTe HIKAKBH AONBJIHUTENHM BLIIPOCH, onutaite Bawnsg nekap, papmMauesT Hiu
MeJHLIHHCKA CECTpa.

- ToBa nekapcTBO € npeanucaHo nwuHo Ha Bac. He ro npeorcrensaiite Ha apyru xopa. To Moxe 1a UM
HaBpeAH, HE3aBUCUMO Y€ NPH3HALUTE Ha TAXHOTO 3a00NsABaHE ca ChlIKWTE KaTo BaluTe.

- AKO NOJyuHTE HAKAKBH HEXENAaHH peakuuy, yseaomere Baluus nekap, hapMaleBT uid MeIMLHHCKa
cecTpa. TOBa BKJIIOYBA U BCHUKH Bb3MOXHH HEXKEMaHH PEaKLIWK, HEOMTUCAHH B Ta3H JIMCTOBKA. BrxkTe
TouKa 4.

KakBo chaAbLpKa Ta3H JHCTOBKA:

Kakso npeacrasngasa BonrapeH i 3a KakBoO ce M3I0/1384
KakBo Tpa0Ba aa 3HaeTe, npeau Aa npueMete BonrapeH
Kak na npnemare Bonrapen

Bb3MOXHHM HEXETaHHU PEAKLHH

Kak na cpxpaHapare BonrtapeH

CbabpXaHHe Ha ONIAKOBKATa U AONBIIHUTENIHA HHpOpMaLIHA

SAINAEE il A

1. Kakso npeactaBiasiBa BoaTapen H 3a XaKBO c€ H3N0JI13Ba

BaieTo nekapcTBo ce Hapuyua BontapeH u ce npeanara noj ¢opMara Ha CTOMAIUHO-YCTOHYHBH TabaeTKH.
Besika cToMalndo-ycTofuKBa TabneTka cpaAbpxka 25 mg Ui 50 mg OT NeKapCTBEHOTO BELECTBO

auknodeHak HaTpuil. BonTapeH npuHaLIekKH KbM IpyNa JIEKapCTBa, HApe4Y€HH HECTECPOHAHH
npotusosb3nanutesni cpeactea (HCIIBC), kouto ce npuiarar 3a jeueHue Ha 60/1Ka W Bb3MajieHHe.

3a kakBoO ce H3Moa3Ba Boarapen
BonTtapeH e noaxodsLL 3a J€UeHUE HA CASAHHTE ChCTOAHUA!

PeBMaTUYHM WK JeFEHEPATHBHU CTABHH OONKH (apTPHT).

Bonky B rep0a, CHHAPOM Ha ,,3aMPBb3HA/IO pamMo", ,,TEHHC-NIAKBT" H APYrH GOPMH HA PEBMATHUIDM.
[IpucThNH Ha noaarpa.

HassaxsaHus, H3KBNYBAHKA UNH JAPYFH TPaBMH.

Bo/IKa 1 OTOUM cAEA onepauus.

Bone3HeHH THHEeKOIOTHYHH Bb3NANHTEIHN CbCTOAHMSA, BKIIOUYUTENHO HONE3HEHH MEHCTpYanHH DOJKH.
UHdexkunyn Ha yXOTO, HOCA HIIH MbPAOTO.

Kaxk neiictea Boarapen
BontapeH ofnex4aBa CHMITOMHTE Ha Bb3NaneHHe, KaTo 6osika U 0TOK, Kato 610KUpa CHAITER
MOJIEKYJIM (IPOCTArNaHAKHH ), KOMTO NPHYNHABAT Bb3NajeHKe, OoNKa U MOBUILABAHE HY K
Toii He aelicTBa BbPXY NPUUHHHUTE 33 BH3NAICHUETO WM MOBHMLIEHATA TEMIIEPATYPA.



AKO UMaTe BhIIPOCH OTHOCHO AeHCTBHETO Ha BonTaped WK 3a110 By e npeanncaHo ToBa f€KapCTBo,
oObpHeTe ce kbM Bawug nekap.

2. Kaxso TpafBa 1a 3HaeTe, npean Aa npuemere BoaTapen

Cnenpaiite BHUMaTENHO BCHYKH YKa3zaHUs Ha Balnus nekap, 1opu ako ce pasinnyasaT oT oOliara
HHpOpMALINS B Ta3HU THCTOBKA.

He n3nonseaiite Boarapen

¢ AKO CTe ajepruHu (CBPhX4YBCTBUTENHHU) KbM AMKIOdEHAK HIIH KbM HIKOA OT OCTAHANHUTE CHCTABKH
Ha BonTapeH, n30poeHH B Kpas Ha Ta3d NUCTOBKA

¢  AKO HAKOra CTE HMaH ajepru4Hy peaklUuy MpyU NpUeMaHe Ha JieKapcTBa CPELY Bb3MaleHHE N

Honka (KaTo aleTHICATHLIHIOBA KHCENHHA, AMKiIodeHak uny ubynpogen). Peakuuure morar na

BKJIIOYBAT acTMa, 00Jika B rbpauTe, Te4alll HOC, 0OpHB MO KOXKaTa, NOAYBAHE Ha JIMLIETO, YCTHHUTE,

e31Ka, MbPJIOTO W/HIH Ha KpalHULUMTE (NPU3HAUY Ha aHTHOENEM). AKO CMATATE, Y€ MOXKE 11a CTE

anepruyeH, odspHeTe ce KkbM Balumst nekap

aK0 HMAaTe A3Ba HAa CTOMAXa WM JBAHAAECETONPHCTHHKA

aK0 HMaTe CTOMALIHO-YPEBHO KbPBEHE UNH nepdopauns, CHMITOMH Ha KOMTO MOrar Aa ObJaT KpbB B

U3NPAXHEHHUATA UNTH YEPHH H3NPaXKHEHUS

ako crpaaare oT ObOpeyHO UK YepHOAPOOHO yBpeXaaHe

aKo0 CTPAJAaTe OT TEXKKO ChpACUHO 3aD0sABaHEe

aKO0 CTe B TIOC/IeJHUTE TPH MeceLa OT OpeMEHHOCTTA

aAK0 HMaTe YCTAHOBEHO ChpAEHHO 3a00N9BaHe H/UIIM MO3bUYHO-CHA0BO 3a00NI8aHe, HAIPHMED aKO CTE

MUMaJH CbhpaedeH uHdapkT, KHCYnT, MUKpouHCYRT (I1NI1) nnu 3anymBanHs Ha KpbBOHOCHHUTE CbhIOBE

Ha CHPLETO MM MO3bKa, HJIW OTIEpALlAA 33 OTIYLIBAHE HA KPBBOHOCHMTE CbAOBE UK Daiinac

® AKO HMAaTe UM CTE UMK NpobnaeMH ¢ xpbBoobpalieHUueTo (nepudepHo apTepuaniHo 3abonsaBaxe)

VBepere ce, ue Bawnar nekap € uadopMHpaH, npejy aa npHemMere BonrapeH
® AKO NYLUUTE
¢ aKo UMare auaber

® aK0 UMaTe CTCHOKapAHUA, KPbBHH CHCHPCLUH, BHCOKO KPBBHO HATATAHE, NOBULLICH XONCCTCPOIT HIH
MNOBHUILICHH TPUTIAHLCPHIH

Hexxenanure peakuuyu MoraTt aa Obaar CBeACHH A0 MHHRMYM 4pe3 H3MON3BAHE Ha Hal-HHCKaTa eeKTHBHA
71032 32 Hali-KkpaTkui HeoOX0IUM NEPHOI OT BPEME.

Hndopmupaiite Baluus nekap, ako HacKopo ¢T¢ OMNHU NOANOKEHH HA HIIH BH NMpeACTOH ornepauuns Ha
cTOMaxa WJH 4YepBaTa, Npeau aa uinonseare BonrtapeH, Thi KaTo BonTapeH noHskora Moxe /ia BIOLH

3apacTBAHETO Ha paHaTa B YepBATA ClICA XMPYPrU1Ha Onepauus.
Ako umare HAKoe oT u3bpoeHnTe CheTOAHMSA, YBeAOMeTe Bamnsg nexap npeau aa npueMere Boarapes.

IIpenynpexnaeHas 4 NpenasHy MEpPKH

®  AKO HMATE YCTAHOBEHO 3aboyigBaHe Ha ChPLUETO HNN KPbBOHOCHHUTE ChAOBE (OlIE H3BECTHO KATO
CbPACUHO-CHAOBO 3a00/ABaHE, BKIIOUYUTETHO HEKOHTPOAKPAHO BUCOKO KPBBHO HANraHe, 3acTolHHa
CbPAECUHA HEAOCTATHYHOCT, YCTAaHOBEHA UCXEMHYHA DONECT Ha ChPLETO MK 3abosisnBa
nepudepHUTE apTeEpHH ), 0OMKHOBEHO NieueHHeTo ¢ BonTapen He ce npenopbyBa

*  AKO HMATE YCTAHOBEHO ChPASHHO-CBAOBO 3a00/9BaHE (BHK MO-FOPE) HIIH 3HAY
¢daxTopH, KATO BUCOKO KPbBHO HAJIAraHE, HEOOM4YaHHO BUCOKN HHBA Ha Ma3HHH
(XONeCTEPO, TPUTNHUEPHAH ), AMa0eT UMM aKko MYLNWTE H NEKApAT peLlr Aa Bu




He TpAOBa Ja noBuuiasate Jo3ata Han |00 mg Ha aeH, ako leucHHeTo BH mpoabiky noseye oT 4
CeaAMHIIH

e BaxHo e na npuemare Haji-HHcKaTa 1032 OT BoatapeH, kodato obnekuaea 6onkara Bu u/unu oroxka, 3a
Hal-KpAaTKHA Bb3MOXEH NEPHOJ OT BpPEME, C L1/ a 3aMa3suTe PUCKA OT CbPACYHO-CHAOBH HEKENAHH
e)EKTH KOJKOTO € Bb3MOXKHO NO-Mathk

¢ axo npuemarte BontapeH e1HOBPEMEHHO ¢ APYTH NMPOTHBOBB3NAIHTENHM /IEKAPCTBA BKIIOUHTENHO
alleTHJICATULIMJIOBA KUCENHHA, KOPTHKOCTEPOMAM, aHTUKOATYJIAHTH UJIH CEIEKTUBHH HHXHOMTOPH Ha
06paTHOTO 3axBallaHe Ha cepoToHUH ,,SSRIs” (Bx. ,,[Ipuem Ha apyru nekapcrsa’)

®  aKO0 CTpPajaTe OT aCTMAa /Y CeHHa XpeMa (CE30HEH aNepruyueH pUHHT)

AK0 HMATE WIM CTE HMAJH HAKOTd raCTPOMHTECTHHANHHM NpobleMH, KaTo CTOMAalllHA 93B4, KbpBEHE MK

YEPHH M3NMPAXKHEHUA, UK CTOMALLEH JUCKOMGOPT HIH KHCEIHHH Clieli NPHEM Ha HECTEPOH/IHH

MPOTUBOBBLINAJIHTENHH CPENCTBRA

aK0 HMATe Bh3NaJICHKHE Ha Aebenoro uepro (YllUepo3eH KOINUT) WK Ha ThHKUTE yepBa (6onect Ha Kpok)

axo AMaTe OLOpeyHo M yepHoapoOHO 3abos1aBane

aKo ctTe 06e3soaHeHN (0T GonecT, AMapus, NPeaH WIN CIEA onepanus)

aK0 HMATE NMOAYTH Kpaka

AK0 MMATE NOBUIIEHA CKIIOHHOCT KbM KbpPBEHE WU APYro 3abonsaBaHe Ha KPbBTA, BKIKUYHUTENHO PAIKO

yepHoIpobHO 3abonsBaHe, HAPEYEHO NMOPHUPHSA

AKO HMaTe HAKOE OT U3DpPOEHHUTE Mo-rope CbCTOAHNA, YBeAOMeTe BalllHs feKkap NpeaH /1a 3ano4HeTe 1a
npaemate BoaTaped cTomamHo-ycToHuHBH Tabnerku.

» AKO, O BCAKO BPEME Ha NpHeMa Ha BostapeH ce NOABAT HAKOW NPH3HALIM KK CHMIITOMH Ha NpodaeMH
CbC CHPIIETO HIK KPbBOHOCHNTE By Cha0BE, KaTo rpbaHa 60nka, 3a1yX, CRaboCT WK HESCEH rOBOD,
cBbpxeTe ce ¢ Balumg nexap HesabasHo.

o BosartapeH moxe Aa NOTHCHe cUMNTOMUTE Ha nHdekUna (rnasobonue, BUCOKa TEMIEpaTypa) U TOBa
MOXeE 12 9 HAIIpaBH TPYAHO OTKPHBAEMa M J1a 3aTpyIHH JIEUeHUETOo . Ako He ce YyBCcTBare aobpe u
yMaTe HyXa J1a CE€ KOHCYITUpPATe C nekap, He 3abpaBaiiTe na My Kaxete ue npdemare Bonrapen.

e B MHOro peaku ciy4au nauueHTy npueMaiid BoatapeH, KakTo  NpH ApYTH NPOTHBOBB3NAIUTEIHH
fIeKapcTBa, MOXKeE A2 MONYYaT CEPHO3HH KOXKHU aNepruiHi peakuuu (Hanp. odpus).

AKO UMATEe HAKOH OT U3DpOEHHUTE CUMIITOMU NO-TOpe, He3abaBHO yBegomere Bamina aexap.

HpocaensiBane no ppeme Ha JieueHue ¢ Boarapes
AKO HMaTe YCTAHOBEHO ChpAedHo 3a6onaBaHe MK 3HaUUTEIHH PUCKOBE 3a ChpAeyuHO 3abonssaHe, BawuaT

neKap NepHOAHYHO Lie OLeHABA fanu TpAOBa Na MpoabIDKUTE NeYeHHeTo ¢ Boarapen, ocobeHo B cnyyai, ye
nevyeHHeTo By npoabiky noseye oT 4 CeMHUIIN.

AKO UMaTe YepHoApoOHO, Ob0peuHo yBpexaaHe UM 3abonsBaHe Ha KPbBTa, O BpeMe Ha JieueHueTo Lie Bu
ce MpaBsT KpPbBHH H3caeaBaHKA. Taka 1e ce npocieassa yepHoapodHata By dyHxuus (HMBOTO Ha
TpaHcamuHasuTe), ObOpeunata Bu dyHkuus (HHBOTO Ha KPEaTHHUHA) WK Opos Ha KpbBHuTEe BU KneTkH
(6eNin ¥ YepBEHH KPbBHH KNETKU U TpoMOoLHTH). BB3 OCHOBA Ha TC3H KPBBHM H3C/IeIBaHUR, BallusaT aekap
e NPELIEHH JATH 4a IPeKPaTH Ne4eHUeTo ¢ BoaTaped nay na npoMeHu jo3ara.

Jlena 1 10HOIIA
[opaau so3oBaTa c¥ eauHKuua BonrapeH cromauHo-ycroiuusy tabnerku 50 mg He Tpadsa na ce
NpeaAnMCcBa Ha Aelia M nogpacteamy nog 14 roauHu. BoitapeH CTOMailHO-yCTOR1HBH TabneTku 25 mg

MOTAT [a Ce W3MOI3BaT NpK nalueHTy noa 14 roannn. Bontapen cTomaliHo-ycTodunBH Tabnerky He TpadBa
la ce mpunarart npu aeua noa 12 mMeceua.

Xopa B cTapuecKa BL3pacT
[TalueHTHTE B CTAap4ECKa Bb3pacT, 0COOEHO NPH HEMOILHH HIIH C HHCKO TEIECHO TCTI
4yBCTBHTEIHH KbM edekTrTe Ha BonTapeH, OTKOJKOTO APYTHTE Bb3PACTHH MALKUCHT
0cO0EHO BHUMATE/HO Ja CIIeABAT HHCTPYKUMWUTE HA NEKaps, U Ja NpueMaT MHHHMAaN




ycToiiunBy Tabnetky, obnekuasamu CHMNTOMUTE, MHOTO € BaXKHO 10-Bb3PAaCTHUTE NAUMEHTH He3abaBHO Na
ChOOLIABAT HA JIEKAPA CH HEKEITAHHUTE peakUHH.

IIpHem Ha APYrH J€KAPCTBA (B3AaHMOAECHCTBHS C APYTH JIEKAPCTBEHH MPOAYKTH, BKIIOTHTE/IHO
BAKCHHH HJIH OHOJOrHMHH NPOAYKTH)

VeegoMmere Bawus nexap, dapMaLeBT WiH MEAUIIMHCKa CECTPA, aKO PUEMATE HITH HACKOPO CTe NPHEMAITH
NPYT# JEKApCTBa, BKIIOMUTENHO K TaKHBa, OTNYCKaHH Oe3 peuenta.

Ocofeno BaxHO € Ja chollyTe Ha Balus nexap, ako ¢Te B3UMAJIH HAKOH OT CNEAHHUTE NEKapCcTBa:

o JluTHii UK CENEKTUBHU MHXUMOHTOPH Ha 0OpaTHOTO 3axBallaHe Ha cepoTOHUH (SSRIs) — nekapcrsa,
U3MON3BAHHU 33 IEeUeHHEe Ha HAKOH BUJIOBE Jenpecus

e JIurokcuH (iekapcTBO, H3MON3BAHO 32 CbPACUHH NPOOIEMH)
Iuyperuuy (eKapcTBa 3a yBeTHYaBaHe KOJHYECTBOTO Ha OT/AE/IEHATa ypHHA)

ACE unxutnrtopu niu 6eta-61okepu (KIacoBe 1eKapcTBa H3NOI3BAHHU 32 JIEHEHHUETO HA BHCOKO KPBBHO
HAJIAraHe H ChbpASYHa HEAOCTATBLYHOCT)

Hpyr OpOTHBOBB3NARUTENHH JIEKAPCTBA KaTO alleTHICATHIKIOBA KMCENHHA UK HOYTpodeH
KopTtukocteporau (nekapcTsa, ynoTpebaBaHH 3a 00JIEKUYEHHE HA Bh3MAEHH 4aCTH OT TAIOTO)
AHTHKOArynaHTH (IeKapCcTBa 3a NPeJ0TBPaTABAHE ChCHPBAHETO HA KPBHBTA)

JlexapcTsa 3a neveHue Ha Juabet (kaTo MeTPOPMUH), C UIKITIOUEHHE Ha HHCYTHH
MeroTpekcar (JiekapcTBO, U3NON3BAHO NPH AEUEHHE HA HAKOU BUJOBE PaK KIIH APTPHT)
LIukI0CMOpHH, TAKPOAUMYC (JI€KapCTBA, U3NON3BAHH ITIABHO NPH NALHEHTH NPETHPNEIH
TPaHCIIAHTALIUA)

TpuMeTORpHM (N1€KapCTBO, H3MO3BAHO 33 NMPEANa3BaHe OT HIIH JIEHYEHHE HA HHPEKLUHH HA MUKOUHHTE
MbTHINA)

XHHONOHOBH aHTHOAKTEpHANIHY CPEACTBA (IEKAPCTRA 32 JICYEHHE HA HHPEKLINN)
BopukoHazon (JiekapcTBo, H3MOJI3BAHO 32 IEYEHHE HA MbOHYHH HHPEKLIKH)

MdenuTouH (JIEKAPCTBO, U3TION3BAHO 32 JISYEHHE HA [TPUNAABLH)

Pudamnuiumy (aHTHOUOTHK, H3MON3BaH 3a NEUEHHE HA BaKTEpHATHH UH(DEKLINA).

IIpuem Ha BoaTapeH ¢ XpaHH # HANMUTKH

e BonTtapeH croMaltHo-yCToHYMBHY TabneTky TpAOBa na ¢e NOoribLIAT UENH C Yalua BoJa WK apyra
TE€YHOCT.

e [IpenopsuntenHo ¢ BontapeH cromamHo-ycTod4uBy TabNETKH Aa CE MPHEMAT fipe]ld XpaHeHe UM Ha
npas3eH CToMax.

BpemennocT, KbpMene H hepTHanTET

Ako cTe OpeMeHHa K MUCIIUTE, Y€ MOXKe Aa cTe OpeMeHHa, yeeaomere Baning nexap.

He Tps6Ba na npuemare BonTapeH cTOMAlHO-yCTOHYMBH TaDAETKH Npe3 MbPBUTE 6 MECeLa OT
6peMeHHOCTTa, OCBEH aKo He € abcoioTHO HEOOX0AMMO H MO Mpenopbka Ha Bamus nekap.

KakTo u nmpu ocraHaUTe NMPOTHBOBL3NAIUTENHH NIEKapCTBa, He TpadBa aa npuemare BonTapeH cToMallHoO-
ycroituusH TabneTku npes nocheanuTe 3 Mecela Ha OpeMeHHOCTTa, TbH KaTo MOXE Aa YBPEAH HEPOAEHOTO
AeTe UIIH Ja MpeAn3syka npobneMu npu paxaasero. Moxe Aa npuunHK 650peyunr u CbpaeuHn npobnemu
npH olie HepoaeHoTo Bu Gebe. Moxe na noenvse Ha Bawara ckioHHOCT M Ta3d Ha Bauero 6ebe kbM
KbpBEHE U MOXKe Ja 6bJe NPUUNHA, PAXIAHETO Aa 3a7104HE NO-KbCHO WK Ja ObAE NO-NPOAB/DKHTENHO OT
04aKBaHOTO.

AKO ce mpueMa rnosede oOT HAKOJIKO AHM oT 20-ata ceaMULA Ha OpEMEHHOCTTa Ha
CTOMALIHO-YCTORYMBH TabNeTKH MoxXe aa npruunkn 6bopeuny npobiaeMu npu oy
KOETO MOXE [a J0Bede A0 HaManeHo KOJHYECTBO HA OKOJONIOAHATA TEHHOCT, i




ce Hy»XJaeTe OT JeYeHHe NO-ALJrO OT HAKOJIKO AHH, Balunar nekap Moxe aa npenopbya JOMbAHHTETHO
npocaeAsBaHe.

TpaGea na ysenoMHTE CBOS NIEKAP, aKO KbPMUTE.
He Tpabpa na kbpMuTe JOKATO NpueMare BontapeH, Thil KaTo TOBA MOXE ta HaBpeaH Ha Bawreto aere.

BawusT nekap e o6¢ban ¢ Bac noteHuHalHis pucK 0T npueMaHeTo Ha Bontapen npy SpeMeHHOCT HWilH
KbpPMEHE.

Kend ¢ AeTepoJer NOTEHIHAJ)
BonTapen Moxe 1a 3aTpyaHu 3abpemensBaHeto. He TpabBa na npuemare BoarapeH ¢cTOMaUlHO-yCTOHYMBH

TabNeTKy, ako IIaHUuparte Ja 3abpeMeHeeTe Wik UMaTe TPYAHOCTH ChC 3a4EBAHETO.

Baxxna nadopMalns 32 HAKOH OT IOMONIHHTE BelIeCTB2 Ha BoaTapen cToMALIHO-YCTOHYHBH
TabjieTkn

BoaTapen cToMawHO-yYCTOHYMBH TabneTku 25 1 50 mg cbAbpKaT NakTo3a. Ako Bawnsar aexkap Bu e xasan,
ye UMaTe HEMOHOCUMOCT KbM HAKOH 3axapH, 0OBbPHETE ¢€ KbM HEro Npeau Aa 3anovHeTe Ja npHeMare ToBa

JIeKapCTBO.

3. Kak na npuemate Boarapen

CneapaiiTe BHUMATENHO YKa3aHuaTa Ha Bawus nekap. He npesuinaBaiTe npenopbyaHara J03MPOBKa.

Koako Boarapen n1a npueMare
He npesuwiasaiite npenopbuakara 1034poBKa, NpeAnUcaHa oT exapa Bu. Muoro BaxHo e ja npuemare
Hafi-HHCKaTa Ao03a Bonrtapen croMaluHo-ycToiiukBM Tabnerku, obnexuasaiua donkara By, n na ne

IpOABbI/DKABATE MpHUEMa NoBeYe OT HEOOXOAMMOTO.

Bawusat nekap e Bu kake KONKO TOYHO CTOMALIHO-yCTOHUMBHN TabneTku Bontapen na npuemere. B
3aBUCHMOCT OT TOBAa Kak BH ce oTpa3spa neyeHueTo, BalMAT nekap MOXe Aa NpeAiokH No-BUCOKA UM T10-

HHCKA 103a.

Jena H OHOLIH
[Tpu peua Haa 1 roaniuHa Bb3pacT U noapacTeawy Tpabsa aa ce npunarar 0,5 ao 2 mg/kg TenecHo Terno

JIHEBHO, pa3npeeNieHy B 2 10 3 OTASAHM IPHEMA, B 3aBUCUMOCT OT TEKECTTA HA ChCTOAHHETO.

Ila He ce MpeBUiliaBa MAKCHMAJIHATA JHEBHA A03a OT 150 mg.

Hanpumep npu aete texawo 20 kg Tpabea na ce npunara gueBHa ao3a ot 10 go 40 mg. 3a neveHue Ha
FOBEHWJIEH PEBMATOM/IEH aPTPUT A03HPOBKATA MOXKE /1a CE MOBHILK A0 MakcumyM 3 mg/kg, pasnpeseneHu B
HAXOIKO MpHEMA.

Bn3pacTHH
B noBeveTo Cyuad jiedeHHeTo 3ano4usa ¢ Jo3uporka ot 100 go 150 mg auesHo. Ilpu no-nexu cnyuas,

KaKTO M 3a NMPOABL/LKHTENHO iedeHHe 0OMKHOBEHO ca goctaTbyHu 75 o 100 mg avesHo. Obluara aHeBHa
RO3UPOBKa TpaOBa Aa ce npuemMa Ha 2 0 3 oTAenHHU NipueMa. He npremaiite noeeve 0T MaKCHMalHaTa
nHeBHa ao3upoBka ot 150 mg. [1pu 6onesHeHM MEHCTPYaNHH LHKITH 3aMI0YHETE JICUEHUE C EAHOKpATHA 1032
oT 50 no 100 mg Beanara, IOM NOMYBCTBATE MbpBHTE CUMNTOMH. [Ipoabmkere ¢ ORER] O4PY NBTH
aHeBHO 1o 50 mg, KOAKOTO € HEOOX0AMMO. AKO MAKCHMAJIHATA IHEBHA KO3HPOBKS T ‘u-’ib; -
HeepeKTHBHA NPH 2 [0 3 MEHCTPYAJIHH UHKDBAA, BainnsaT nekap MOXe 1a BH np OB
200 mg AHEBHO NpH CleJBallUTe MEHCTPYAIHH UMM, He npuemaiite nopeye BTg(M)Lg
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Kora na npuemarte Boarapen
3a npeano4YnTaHe NPEAH XpaHEHe NITH Ha TIpa3eH CTOMax.

Kax aa npuemate Boarapen

BontapeH cToMalHo-ycToi4KBH TabaeTk TpsaOBa Aa ce NOrIbILAT LENHM, € Yalla BOJA HIH Jpyra TEHHOCT.
[penopbUMTENIHO € CTOMALIHO-YCTOHYMBHTE TAOIETKH 1A C€ NPHEMAT Npe/U XpaHeHe UITH Ha Npa3eH
cromax. He TpabBa ga ru pazdyynsare WM CAbBKBATE.

Koaxo anaro ga npuemare Boarapen

Crnenpaiite TOUHO HHCTPYKLUHMHUTE Ha Bawng nekap.

Axo npuemanTe BontapeH nopeyue 0T HAKOJIKO CeAMHULIH, TPIOBA 1a OTHAETE HA PEJOBEH nperie] npu
Bamus nekap, 3a a CT€ CHIypHH, Y€ HE MpOABABATE He3a0eNe)KUMH HeXellaHH peakLuy,

AKO UMaTe HAKAKBU JOTbIHHTENHH BBNPOCH, CBBP3aHU ¢ ynoTpebara Ha TO3M NPOAYKT, MONA
nonuTaiite Baluuns nekap uiu gpapMauUeBT.

AKO cTe npHe/IH noBeYe oT HeoOxoaumaTa ao3a Boarapen

AKO cny4aflHO CT€ NMpHeNH No-roaMo KOJIMYECTBO CTOMALUHO-YCTOHYHBHY tTabnetku BontapeH, 0TKONKOTO
Bu e npeanucaso, yseaoMere Bamus sekap uiau ¢papManesT HiH He3a0ABHO NOThPCETE MEAHLIHHCKA
NOMOIN.

Moske na ce HyX/JaeTe OT MEAHLIHHCKA NOMOLL.

AKO cTe HpPOoNycHAIH Aa npaeMeTe Boarapen
AKO NPONYCHETE NPHEMa Ha €Ha 034, B3eMeTe 1 BeJHara, LOM CH CNOMHHTE, B cayuai, ye € HacTBIUIO

BpEME 3a cle/Ballara 103a, nponycHere 3a0paBeHaTa U Nak NpoJb/DKETE N0 npeanucaHata Bu cxema. He
npueMaiiTe KBOKHA 1034, 32 Ja KOMIIEHCHpaTe MponycHaTa 103a.

4. Bn3mMoxHH BREXeNAHH peakiHdH

KakTo BcHukH nekapcTBa, BonTapeH MOke fa NpeAn3BHKa HEXENaH! peaKlnt, BbIPEKH Y€ He BCEKH T'H
MnoJy4asa.

HakoH HeXe/IaHH PeAKIHE MOraT Ja ObaT CEPHO3HH
C HeH3BeCTHA YECTOTAa (0m HAIUYHUME OGHHYU He Modxice 0a Oboe HanpaseHa OYeHKa)
Cnpete aa uanonsgare Bonrapen u yBegomere BeaHara Bamus sekap, ako 3a0enexure:

o Jlexu cna3zMy U OOJIE3HEHOCT B KOpEMa, 3aMo4BaLIX CKOPO CNEA HA4AIOTO Ha jtedeHueTo ¢ BontapeH u
ocjeABaHK OT PEKTAIHO KbPBEHE HJIH KbpBaBa AWapHsa, OOMKHOBEHO B paMKHTE Ha 24 yaca OT 11osBarTa
Ha KopeMmHaTa 6oJlka.

e BoJsika B rbpAUTE, KOATO MOXKE JIa € MPU3HAK HA NOTEHUHANTHO CEPHO3HA allepruyHa peaklis, HapeueHa
cuHapom Ha KyHuc.

Heuectn (Mozam O0a 3acezsam 00 1 na ecexu 100 dywu, ocobeno xozamo npuemam 8ucoxa OHegHa 003a
(150 mg} 3a Ovawve nepuoo om 6peme)
e BhHesanHa u npuTHckauia 6onka B rpbAHUMA KOWI (CHMITOMH Ha HH(APKT HA MHOKapJa Wi CbpAeYEH

yaap)
e 3anyx, 3aTpyJHEHO AMLIAHE B JIEFHAN0 NONOXKEHHKE, NNOJyBaHe Ha CThIANATA WM KpakaTa (CHMNITOMH Ha

ChPACYHA HEAOCTATHYHOCT)

Penkn HJIH MHOTO PEAKH (Mo2am Oa 3acezram 0o 1 na ecexu 1 000 oywu uru 0o 1 na gge % QO R e)
¢ CNOHTAaHHO KbPBEHE UJH KPbBOHACAAAHE (CUMMNITOMU Ha TPOMOOLIKTONEH KA )
® BHCOKAa TEMIeparypa, 4YeCTH UHGEKLHH, MOCTOAHHO Bb3NaAECHO I'bpO (CHMATO

® 3aTPYAHMEHO JHULIAHE WJIH NperabilaHe, o0puB, CbpOEK, KONPHBHA TPECKA, 3aMé
CBPBLXUYYBCTBHTEIHOCT, aHA(QHUIAKTHUHH WIH aHA(QUIAKTOHAHH PeaKLiiu)




AKO MMaTe HAKOE OT H30pOEHHTE CLCTOAHNA, YBeAoMeTe Bamna nexap resabasno.

MoJlyBaHe OCHOBHO Ha JIHLETO H MbPJIOTO (CHMIITOMU HA AHIHOELEM)

TPEBOXKHHM MHCIIH WIH HACTPOEHHUA (CUMNTOMH HA NCUXUYHHU HAPYLIEHHS)

HapylleHHUA HA naMeTTa

FbPYOBE

0e3noKOHCTBO

CKOBAHOCT Ha BpaTa, MOBHLIEHA TEMNEpATypa, raaeHe, NoBpbiliaHe, rnaBodonte (CHMNTOMH Ha
acenTHYeH MEHHHTHUT)

BHE3ANHO H TEXKO rnasodosiue, rajieHe, 3aMasHOCT, BKOYAHEHOCT, TPYAHOCT HJIM HEBb3MOXKHOCT 3a
ropopeHe, ¢1aboCT WNM napanyla Ha KpalHHLKTE WK JTMUETO (CHMITOMH Ha MO3bYHO CbAOBH
HHUHAEGHTH WIH ChpAEYEeH yaap)

HaMaJIeHO YyBaHe (CUMIITOM Ha YBpE/JEH CNyX)

rnaBobonue, 3aMasHOCT (CHMIITOMH Ha BUCOKO KPbBHO HAJIATaHe, XUIIEPTOHUS )

oOpUB, THIABO-YEPBEHH METHA, NOBULLIEHA TEMNEPATYPA, CbpOEXK (CUMIITOMH HA BACKYJIUT)

BHE3AIMHO 3aTPYAHEHO AMIIAHE W YYBCTBO HA TEXECT B IbPAUTE C XPHIIOBE HIIH KallJIAHE (CHMNTOMH Ha

aACTMAa WJiK MTHEBMOHHA, aKO HMA BHMCOKA TeMiepaTypa)

[OBphilaHE HA KPBB (CUMIITOMH Ha XEMAaTEME3A) W/ MOTbMHABAHE UM KbPBABU U3MPAXKHECHUS

(CUMIITOMH Ha CTOMAUIHO-4peBeH KPbBOH3JIUB)

KbpBasa Axapus (CUMATOMY HA XeMOparuuHa auapus)

yepHH ¢ekanuy (CHMIITOMH Ha MEJIEHA)

cTomaluHa 601Ka, rageHe (CHMITOMH Ha CTOMAaUIHO-YPEBHA 51383, KbPBEHE WITH NeppopaLus)

IMapHs, KopeMHa OoNKa, TEMNEpaTypa, rajicHe, NOBPbILAHE (CUMIITOMH HA KOJINT, BKIIOUUTENHO
XEMOPArnueH KOMNT, HCXEMHUYEH KOJIUT U 000CTpsAHE HA yNuepo3eH KoauT UM donect Ha Kpon)
BHE3arnHa cHJHA O0NKa B ropHaTa vacT Ha cToMaxa (CUMNTOM Ha NaHKpPEaTHT)

NOXBJATABAHE Ha KOXKATA UK oulTe (CHMNITOMH Ha XbATEHULA), FAAEHE, JIMIICA HA alle€THT,
NOTbMHABAHE HA YPHHATA (CUMNTOMHM Ha XeNaTHUT/4YEpHOAPOOHA HEROCTATHUHOCT)

rPUNONOAOGHH CHMITTOMHU, YyBCTBO Ha yMOpa, 60NKH B MYCKYy/IHTe, IOBULIEHO HHBO Ha YepHOAPOOHUTE
EH3UMHU B KPbBHH M3CHE€ABAHUA (CHMIITOMH Ha YepHOAPOOHO yBpexJaHe, BKIIOUHUTENHO QIyMHHAHTEH
XEMAaTHT, HEKPO3a Ha YepHUs Apod, YepHOAPOOHA HEROCTATHUYHOCT)

MeXypH (CHMIITOM Ha OYNO3EH AepMaTHT)

YepBeHa WK MyprypHa KOxka (Bb3MOXKEH NPH3HAK Ha Bb3NajleHHE Ha KPhBOHOCHUTE ChAOBE), KOXKEH
0GpHB ¢ MEXYPH 110 YCTHUTE, OUHTE ¥ YCTaTa, KOXKHO BB3NAIEHHE ¢ NIIOLICHE H DeneHe Ha KoXaTa
(CHMNIITOMH Ha epyTeMa MyITH(OpME UITH TIpY TemiiepaTypa — CHHApOM Ha CtuebHC-/DkoyHC Hin

TOKCHYHA enuUjiepMankia HEKpPO/In3a)

KOXEH OGpHB C JIoIIeHE U DeNleHe (CHMNTOMM Ha eKCPONHATHBEH AEPMATHT)

MOBHLIEHA YYBCTBHTENHOCT HA KOXATA KbM CIBHLETO (CUMNTOM Ha (hOTOUYBCTBHTEIHOCT)

MOPAaBH NETHA N0 KOXaTa (CHMNTOMH Ha mypnypa unn nypnypa Ha [llonnaiH-XeHOX, ako e npu4HHeHa
OT ajeprus)

MOAYBAHE, YyBCTBO Ha ¢1ab0CT, HAPYLIEHO YpHHHpaHe (CHMIITOMH Ha ocTpa Ob0peUHa HEAOCTATHYHOCT)
MOBULIEH 6ENTHK B YPHHATA (CUMIITOM HA MPOTEHHYPHA )

MOAYBaHE HA JIULETO KN KOpeMHaTa 06J1acT, BHCOKO KPbBHO HajiiraHe (CUMIITOMH Ha HeQPOTHYEH
CUHAPOM)

yBEIMUABAHE WK HAMAABaHE HA KONUYECTBOTO OTACNEHA YPHHA, ChHIIMBOCT, OOBPKAHOCT, rafieHe
(cUMNTOMH HA TYOYNOUHTEPCTHLIMANEH HEQPUT)

CHIHO HaManeHo OTAeNSHE Ha ypHHa (cumMnToM HA 6bOpeyuHa nanunapHa HeKpo3a)

LSJTOCTHO MOAyBaHe (CHMNTOM Ha eAeMa)
BHe3anHa 60/Ka B MbPAMTE H aAlepruyHy peakuuH (NpHU3HaLH Ha CHHAPOoM Ha KyHHuC)




JIpyra He:ke/IaHH peaKliHH, KOHTO MOXKe 12 BL3HHKHAT

YecTu (Mo2am 0a 3aceznam 0o 1 na ecexu 10 oywu)

nasobosnie, 3aMasHOCT, BHEHE HA CBAT, rajicHe, NOBPBLIAHE, AMADHA, NOWO XPAaHOCMHNIAHE (CHMIITOMH Ha
aMcnencus ), kopeMHa 0onka, rasoee, 3aryba Ha aneTUT(CUMIITOMH HA HAMaJleH aneTHT), OTKNOHEHHA B
pE3YNTAaTHTE OT YePHOAPOOHHK H3cneaABaHHs (HaNp. MOBUIICHH CTOWHOCTH Ha TPAHCAMMHA3UTE), KOXKEH

obpuB.

Heuecru (mMozam da zacezuam 0o 1 na ecexu 100 oyuu)
Copucbuene, rpnaHa 60J1Ka.

Peaxn (Mozam Oa 3aceznam 00 I na scexu 1 000 oyuwu)
CBHIIMBOCT, CTOMalLIHa HosiKka (CHMNITOM Ha racTPMT), 4epHOApOOHO YBpexkaaHe, 00pHB ChC ChpOex
(CHMIITOMM Ha YPTHKApHi ).

MHOro peaKHn (Mozam 0a 3aceznam 0o 1 na scexu 10 000 oywu)

Hamanen 6poii Ha yepBenyTe KPHBHH KIETKH (aHEMHUA), HamaneH Opoii Ha OeNuTe KPbBHU KIIETKH
(neBKOMEHHs ), AC3OPUEHTALIUS, ETIPECUs, TPYAHOCT NPH 3aCNUBaHe (CHMATOMH Ha O€3CHHHE), HOWHHU
KOLIMAPH, Pa3apPa3HHUTENHOCT, U3TPBIIBAHE HA KpaHHHUKWTE (CHMIITOMH HA MapecTe3us), TpenepeHe
(CHMIITOM Ha TPEMOp), BKYCOBH HapylUeHKs (CHMNTOM Ha AUCTey3Hs ), IPUTENHU HapyLIEHHA* (CUMIITOMH
Ha HapYIEHO 3PEHUE, 3aMbIIEHO BUKaHe, IBOHHO BHXKIAHE), LIYM B YUIHTE (CHMIITOM Ha THHHTYC), 3aleK,
Bb3MaJIEHUE Ha ycTaTa (CUMIITOMH Ha CTOMATHT), TOAYBaHE, 3a4ePBABAHE H Rb3MNa/I4BaHE HA €3HKa
(CMMITTOMM Ha IJIOCHT), HApYLIEHHA Ha XPaHONPOBOAa (CHMIITOMH HA HapylUleH XpaHOMPOBO), KpaMiy B
FOPHATa 4acT Ha KopeMa, Hali-Beue ciell XpaHeHe (CHMNTOMM Ha AnadparMa-nojoOHH CTECHEHHA Ha
yeppara), YepBeH, napey ¥ copdail o6pUB (CHMNTOMU Ha €K3€Ma), 3a4EPBABAHE HA KOXKATa (CUMIITOM Ha
epuTeMa), kocona (CHMINTOM Ha anonewuus), cbpdesk (CHMITOM Ha NIPYPUTYC), KPbB B YpPHHATA (CHMIITOM Ha
XEMaTYPHA).

*JpuTeNHH HApPYIIERHn: AKO N0 BpeMe Ha JIe4HHETO ¢ BonTapeH ce NOABAT CHMNTOMH HA 3pPUTENHH
HapylleHHA, CBbpXKeTe ce ¢ Bawna nekap, Tbi KaTo MOXE J1a C€ HAJIOXKH Mperyiel Ha OUHTe, 3a Aa ce
W3KJIIOYMAT APYTd NPHYHHA.

YeegoMere Bamug aexap, ako ce NIpOSBH HAKON OT TE3H HEXKENAHH PeaKivH.

AKO HAKOA OT HEXKEJIAHUTE JICKAPCTBEHH PeakiiU CTaHE CEPHO3HA, MK 3abenexxure ApYru, HEOMHCAHU B
Ta3Y JIMCTOBKA HEXENAHHU peaklii, Mons yeeaoMerte Bawua exap unu papMauesT.

Ako npueMare BonrtapeH B npoAb/KEHHE HA NOBEYE OT HAKONKO CEIMHUH, TpAOBA Aa ce noanarare nHa
PENOBHH MEAHMUMHCKY NPErNeaH, 3a 1a CT€ CUTYPHH, Ye nonobHu HexenaHu eeKTH HIMA Aa OCTaHAT
HezabenasaHH.

Cro0niaBane HA HEXKEJIAHH PCAKIHH
AKO nony4HTe HAKAKBH HEXEeaHH JIEKapCTBEHH peakuu, yeeaoMere Baums nexap. Tosa BKIIIOUBa BCHUYKH

Bh3MOXKHM HEOMMCAHM B Ta3y JHCTOBKA HEXENaHH peakuu. MoxeTe cblIo aa cbodiuTe HEXENTaHH
peaKLMH AHPEKTHO Ype3 HallMOHANIHATa CUCTEMa 3a ChoDlllaBaHe:

N3nbannTenHa areluys 1o JieKkapcersara
yi. ,,JJaman I'pyes™ Ne 8
1303 Codus

Ten.: +359 2 8903417
yebcaiiT: www.bda.bg

Karo chobliaBare HexellaHy peakliu, MoXeTe Aa AaAeTe CBOA MPUHOC 3a NoJy4aB
uHopMaLHi OTHOCHO 06€30MacHOCTTA Ha TOBA JIEKAPCTBO.




5. Kak na cbxpansisate Boarapen

Jla ce cbxpaHnsaBa npu temneparypa noj 30°C.
Jla He ce ynoTpe0OsiBa ciel M3THYaHE HAa CPOKa Ha rOJIHOCT, YKa3aH Ha OnakoBKara.
Jla ce cbxpaHsiBa Ha MACTO, HEJIOCTBLITHO 3a JIela.

6. CobabpKaHHe HA ONAKOBKATA H AO0NbJIHHTE/IHA HHPOpMaNHs

KakBo cuabpxa Boarapen

e AKTMBHOTO BellecTBO BbB Bonrtapen e auknodenak Hatpuil (diclofenac sodium).

e Jlpyrure cbCTaBKH ca 0€3BO/IEH KOJIOUAEH CHIIMLIMEB JHOKCH]L, JIAKTO3a MOHOXH/paT, LAPEBHYHO
HULLIECTE, HATPUEB HULLIECTEH MIMKOoNAT (TUIl A), MOBUA0H, MUKPOKPHCTAJIHA 1leJ1yJ103a, MarHe3uen
cTeapart, XMIIPOMEJI03a, XKbJIT XKeJle3eH OKCHJL (E 172), makporjiivuepoJi XuJApoKcucTeapar,
nonuokcuetuaeH 40, XuaporeHHpaHo PHLIMHOBO MAacJlo, MPEYUCTEH TaJIK, THTaHUeB Auokeua (E171),
METaKpHJIOBA KHCEJIHHA KOnoluMep, noavetuaeHnrinko makporos 8000, cumetnkon. Camo npu
BosTapen croMmamHo-ycToiiunBH TabaeTrkn S0 mg: yepseH xkeneseH okena (E 172).

AKO MMare BbIIPOCH OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJis 0OpbliaiTe ce KbM Baluus nexkap uiu
(hapMalleBT.

[IpuTexares HA pa3pelleHHETO 3a ynorpeoda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

MNpnanjaus

[IpousBoauTe.
Novartis Pharma GmbH
Roonstrasse 25

900429 Nuernberg
[ 'epmanus

Novartis Farmacéutica, S.A.
Gran Via de les Corts Catalanes, 764

08013 Barcelona
HUcnanus

3a 10MbJIHUTEIHA HH(OPMALIMS OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJISi CBbPKETE C€ C JIOKAJTHHS
[pe/ICTABUTE] Ha MPUTEXKATE/S HA pa3pelleHUeTo 3a ynorpeda:

Novartis Bulgaria EOOD

Oya. ,,Hukona Banuapos™ Ne 55
EKCITO 2000, crpaaa 4, et. 4

Codus 1407

ten: 02/489 98 28; daxc: 02/489 98 29

ﬂ,aTﬂ HA NOCJICIHO npepasrijeikK/JaHe HA JIHCTOBKATA:




