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JIucroBka: HHopMaLHA 32 NOTpeOHTENS ™~ 6 3 3/27 25 -09- 2005

Boarapen Perapa 100 mg TadieTku ¢ yabJa:KeHo 0¢cBOOOKIABaAHE
Voltaren Retard 100 mg prolonged-release tablets
nuknodenak Hatpuii (diclofenac sodium)

IlIpoyereTe BHHMATEIHO USJIATA JHCTOBKA NPE/IH /1a 3aNI04YHETe 1a NPHEMAaTe TOBA JIEKAPCTBO, Thi

KaTo T8 ChAbpKa BaKHa 3a Bac undopmanus.

- 3ana3ere Ta3u AMCTOBKA. MOXe Jla UMaTe HY)Ka J1a s po4yeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOIMbJIHUTENHHN BbIIPOCH, nonuTaite Bawus nekap, ¢papmaueBt wiu
MEIHULIMHCKA cecTpa.

- ToBa nexkapcTBo € npeanucaHo JiM4Ho Ha Bac. He ro npeorcrenaiiTe Ha Apyru xopa. To moxe na
UM HaBpeIH, HE3aBUCHMO Y€ NMPH3HALMTE HA TAXHOTO 3a00JisBaHe ca chlIMTE Kato Bawmure,

- AKO MOJIYyYUTE HAKAKBU HEXEJIaHU peakluu, yBeaomere Bawus nekap, ¢papMaieBT UM
MEJMLIMHCKA cecTpa. ToBa BKJIKOYBA U BCHUKH Bb3MOXKHH HEXEJIAaHW peakKliui, HEOIUCAHH B Ta3H
NUCTOBKA. BHxkTe TOUKa 4.

KakBo ¢bAbpKa Ta3H JHCTOBKA:

KakBo npeacrasinsBa Bonrapen Perap 4 3a KakBO ce U310/13Ba

1.

2. KakBo TpsiOBa ja 3Haete, npeau ja npuemere BonrapeHn Petapa

3. Kak na npuemare Boarapen Perapa

4. Bb3M0OXHHM HEXKeJIaHW peaKLuu

5. Kak na cbxpansBare Bonrapen Perapa

6. ChabpxaHHWe Ha OMAaKOBKATa U JIOMbJAHUTENIHA HHDOpMaLIHs

1. Kakso npeacraBisBa Bostapen Perapa u 3a KakBo ce H310J13Ba

Bawero nekapcTBo ce Hapuva Bonrapen Perapa v ce npeanara noj (popmara Ha TabN€TKH € YABIHKEHO
ocBobokaaBaHe. Beska tabnerka ¢ yabakeHo ocBoOOXk 1aBaHe cbabpxka 100 mg o1 1eKapCTBEHOTO

BEIIIeCTBO JAUKJIO(EHAK HATPHH.
Bonrapen Petapa npuHaanexu KbM rpyra JiekapcTsa, Hape4eHH HECTEPOHIHHU NMPOTHBOBbL3NAIUTE/IHH
cpeacrea (HCIIBC), kouTo ce npunarar 3a jeyeHue Ha 00Jika U Bb3MajieHHE.

3a kakBo ce H3noJ3Ba Boarapen Perapa
Boatapen Perapa e noaxo/si 3a je4eHHe Ha CIICIHHTE CbCTOSAHHS:

. PeBMaTUYHHW WM JIereHepaTUBHU CTABHU OOJIKH (apTPHT).
BoJiku B rep0a, CHHAPOM Ha ,,3aMpb3HAJIO pamMo", ,,TEHUC-AKbT" U JIpYrd (JOPMH HA PEBMATH3IbM.
HaBsixBaHMs, H3KbJIYBAHUSA WJIH JIPYTH TPABMH.

boJika ¥ oTOLM cael oneparus.
Bose3HeHH rHHEKOJIOrMYHH Bb3MaJIUTEIHU CbCTOSHUS, BKJIIFOYUTEHO 00JIE3HEHH MEHCTPYaJIHH

OO0JIKH.

Kak aeiicrea Boarapen Perapa
Boatapen Perapa o0sekyaBa CHMIITOMHMTE Ha Bb3MNajieHHeE, KaTo 00JIKa U OTOK, KaTto 0JIOKMpa CHHTE3aTa

Ha MOJIEKYJIH (MPOCTArlaH/IuHK ), KOUTO MPHYHHABAT Bb3NasieHue, 00JIKa W MOBULIABAHE HA . .
TeMneparypara. 1ol He JielcTBa BbpXY NMPHYUHHTE 3a Bb3MNAJICHHETO HIIH nosumEngﬂ’rmﬂapawpa.
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AKO UMaTe BbIIPOCH OTHOCHO jelcTBHeTo Ha Bonrapen Perapa nim 3aiio Bu e [/p{ SATHICAHO ToBa \ % \

| .
JleKapcTBO, 0ObpHeTe ce KbM Bauuus Jsiekap. [{ @ |

E_ B



2.

Kaxso Tpabsa 1a 3Haete, npenu Aa npueMere Boarapen Perapn

CnenpaiiTe BHUMATENHO BCHYKH YKa3aHus Ha Bauius nekap, [1opu ako ce pa3nuyasart OT oduiara
HH(pOpMaLMs B Ta3H JIUCTOBKA.

He n3nonipadite Boarapen Perapy

aKO0 CTe aneprutiHu (CBPbXUYBCTBUTENIHN) KbM JUKIOPEHAK MIH KbM HAKOS OT OCTAHAUTE
chcTaBku Ha Bonrapen Perapa, n3bpoexdu B Kpasd Ha TasH JHCTOBKA

AK0 HAKOra CTe UMaN anepruyHy peaklUH NNpH NPHEMAHE HA IeKapCTBa CPelly Bb3ManeHHe HIH
ponka (KaTo aueTWICATUIWI0BA KHCeIHHA, AuKTodeHak uiu woynpoden). Peakuunte Morart aa
BKJIIOYBAT acT™Ma, 00JiKa B I'bpAHTE, TEYALL HOC, OOPHB N0 KOXaTa, MOAYBaHE Ha JIMUETO, YCTHHUTE,
€3MKa, FbPNOTO W/ UK Ha KpaHHNUKTE (TpH3HALH HAa aHTHOEAEM ). AKO CMATATe, Y& MOXKE Aa CTeE
anepruyeH, obbpHeTe ce KbM Baiunsa jnexap

AKO HMATE 4382 Ha CTOMAXa UM ABaHANECETONPbCTHUKA

aK0 HMATe CTOMALIHO-4YPEBHO KbpBeHE WU nepdopaliia, CHMIITOMH Ha KOUTO MOrar jaa ObJar
KPbB B M3NPAXKHEHUATA UITH HEPHH H3NPAXKHEHHSA

aKo cTpajaare oT 0bOpeyHO UK YepHOAPOOHO yBpeXaaHe

2KO0 CTpajare 0T TEXKO ChpAeuHo 3abonsaBaHe

aKo0 CTe B NOCIEIHHUTE TPH Meceua o1 OpeMeHHOCTTa

a2K0 UHMATE YCTAHOBEHO ChpAeUHO 3a00JIABaHE H/UITU MO3BYHO-CHA0ORO 3a00/1ABaHE, HANPUMED aKO
CTe€ UMaJH CbpACHEH HHPAPKT, HHCYAT, MUKPOHHCYNT (I1WI1) uan 3anywBanvsa Ha KpPEBOHOCHUTE
CBhJAOBE HA CbPLETO MK MO3bKA, UM ONEpalis 3a OTNYLIBAHE HA KPbBOHOCHHUTE CbAOBE HIIH
Oaiinac;

AKO HMATe UK CTe UMau npodbneMu ¢ KpbBoobpalueHueto (nepudepHo apTepuanHo 3adonsBaue).

YBepere ce, ue Bawus nekap e nudpopMupaH, npeau aa npuemere Bonrapen

aK0 NYLIHTE
AKO0 UMaTe auaber

aK0 UMATE CTEHOKApPAUA, KPbBHH CBCUPELLH, BHCOKO KPhBHO HANATAHE, NMOBUILEH XONECTEPO HIlH
NOBHILEHH TPHTTHLEPHAH

Hexxenanwnre peakuuy Morar aa Obaar CBeJeHU 10 MUHUMYM 4pe3 H3MON3BaHe Ha Hali-HUCKaTa
edeKTHBHA A03a 3a Hali-kparkusa He0OX0aUM NepuoA OT BpeME.

Hudopmupaiite Baiunsa nexap, ako HaCKOpo cte OHIH NOAN0XKEHH Ha WK BU npelcTon onepauus Ha
CTOMAaxa WM YepBarTa, Nnpeay Aa uinonssare BoatapeH, Tbil kaTo BontapeH noHskora Moxe Ja Bollu
3apAacTBAHETO HA paHATa B YEPBATA el XUPYPruuHa onepauus.

AKO HMaTe HAKOe OT U30pOoeHNTEe ChCTOAHNA, YBeaoMeTe Bamusg nexap npeau aa npuemere Boarapen
Perapa.

IIpeaynpexaenHa B npeana3Hd MEPKH

AKO HMATE YCTAHOBEHO 3a00/iABaHEe HA ChPLIETO UM KPBBOHOCHUTE ChAOBE (OLLUE U3BECTHO KATO
ChPACHHO-CHA0BO 3a00n1aBaHe, BIIIOMUTENHO HEKOHTPOIHPAHO BUCOKO KPLBHO HaNAraHe,
3aCTOMHA ChpJeyYHa HeJOCTaTBYHOCT, YCTAHOBEHA HCXeMHUYHa 60JiecT Ha ChpLETO uid 3abongaBaHe
Ha nepudepHUTE apTepun ), 0OOHKHOBEHO Ne4YeHUeTo ¢ BonTaper He ce mpenopbyBa
AK0 HMATe YCTAHOBEHO ChPASYHO-CBHA0BO 3abonsaBaHe (BHX MO-rope) UM 3Hay
daKTOpH, KaTO BUCOKO KPbBHO Halarase, HeoOOM4aiiHO BUCOKH HUBA Ha MasH
(XxonecTepon, TPUTTHLEPUAN ), AKADET WIH aKO NMYIIUTE K NEKAPAT peLlUy fa
BonTtapeH, Re TpabBa na noBuuiasate ao3arta Haa 100 mg Ha aeH, ako jaeye
noBeue oT 4 ceAMHULM




. BAJKHO € Ja pueMare Ha#i-HUCcKaTa n03a oT BonTtapeH, koato obnekdara 6osxara Bu n/unu otoka,
3a Half-KpaTKusA Bb3MOXKEH NEPUOJ OT BPEME, ¢ LIEN Ja 3ana3uTe pUCKa OT CbPREYHO-ChAOBH
HeXXenaHH ePexTH KOJIKOTO € Bh3MOXHO MO-MalTbK

. ako npuemarte BonrapeH Petapa eqHOBPEMEHHO ¢ APYIH IPOTHBORB3NANIUTE/IHH A€KApCTBa
BKJIIOYHTENHO AETHACANHLANOBA KUCETHHA/ACTIHPUH, KOPTHKOCTEPOHAH, RHTUKOArYIAaHTH HAH
CEIeKTNBHH HHXUOUTOPH HA 0OPATHOTO 3aXBallaHe Ha cepoTOHUH ,,SSRIS” (Bx. ,,Jlpuem na apyru
nexapcTsa’)

. aKO CTpajaTe OT aCTMA MNU CEHHA XpeMa (CEe30HEH aNepruyeH PUHHAT)

. AKO HMATE WIH CTe HMAJIM HAKOTa raCTPOHHTECTHHANHHA NPOOIEMH, KaTO CTOMALLIHA A3Ba, KbPBEHE
WJIH YEPHH M3MPaXKHEHHH, HIIH CTOMALIEH HCKOMMOPT MM KHCENHHH C/Ie] MpHEM Ha
HECTEPOUAHH NMPOTHBOBb3NANUTENHU CPEACTBa

- aK0 HMaTe Bh3najeHue Ha AebeaoTo uepBo (yILUEPO3CH KOJNUT) WM HAa ThHKUTE Yepsa (OosecTt Ha

KpoH)

a0 HMaTe Ob0peyHo K YyepHoApoOHO 3abonsapaHe

aKo cTe 00e3Bo/iHeHH (0T OosiecT, AMapHUd, PO UIIH CNEA ONepaLtks)

aK0 HMATE [I0JAYTH Kpaka

AK0 HMATE MOBUILEHA CKIIOHHOCT KbM KBPBEHE UM APYro 3a00/iaBaHe HA KPbBTA, BKIKOYHTENHO

paAKO YepHoApobHO 3abonsBaHe, HApeUEHO NopPUpus

- AKO0 HAKOFA CTe HMAJIH TSXKBbK KOXEH 00pHB MK OeneHe Ha KoXKaTa, 00pasyBaHe Ha MEXYPU W/ HUIH
adTy B ycrara che ynotpeba Ha Bontaped Perapa unu apyru sekapctsa 3a 0oaxka.

AKO HMaTe HAKOE OT H30pOEHHUTE NO-TOPe ChCTOAHKSA, YBEAOMEeTe Baluna Jiekap npean Aa 3a0049HeTe
na npaemate Boarapen Perapa.

¢ AKO, 11O BCAKO BpEME Ha MpHeMa Ha BonTapeH ce nosBAT HAKOHW NMPH3HALK HIIH CHIMIITOMY Ha
npobneMH CbC ChpPLETO HIH KpbBOHOCHUTE BH CbL0BE, KaTo rpbaHa 00JiKa, 3aayX, cnabocT unu
HesiCeH roBOp, CBbpXkeTe ce ¢ Baius nekap He3abaBHo.

¢ Bontapen Perapa Moxe 1a NOTHCHE CHMIITOMHUTE Ha MH$eEKLUA (rnagodonue, BUCOKA TeMMIEpaTypa),
¥ TOBA MOXXE /13 S HAMPABH TPYAHO OTKPUBAEMa U Ja 3aTPYAHH IEUEHUETO il. AKO He ce YyBCTBaTe
nobpe 1 HMaTe HyX/a Ja Ce KOHCYATHpATe ¢ NeKap, He 3adpaBaiiTe 1a My KaxXeTe 4e nmpHeMarte
BoaTapen Perapga.

e B MHOro peiku ciyuau nainMeHTu npueMaiuy Bontapen Perapa, kakto u npu aApyru
MPOTHBOBL3NAINTENHU IEKAPCTBA, MOXKE J]a TOYHAT CEPHO3HH KOXKHH anepruyHu peakinu (Hanp.
oOpuB).

AKO HMaTe HAKOH OT U30poeHHTE CUMNTOMH, He3abaBRO yBeoMeTe Bamus aekap.

IIpocaeasBaHe no BpeMe Ha dedenne ¢ Boatapeu Perapa

AKO UMare yCTaHOBEHO CbPAEYHO 3a00/1aBaHEe MIIM 3HAMHTEIHH PHCKOBE 3a ChbpAEYHO 3a00n9BaHe,
BamuAaT nekap NepHoaM4HO LIE OLeHABa Nanu TpadBa Aa NpoALIKUTE eueHHeTo ¢ BonrapeH, ocodeHo B
cny4ait, ye neveHHeTo B npoABLIKY NOBEYE OT 4 CEAMMIIH.

AKo nmare uepHoapobHo, Ob0peuHo yBpexaaHe unu 3abonssaHe Ha KpbBTa, O BpeMe Ha NEYEHHETO Lie
Bu ce npaBAT KpbBHH H3cieaBaHHA. Taka lue ce npocneassa yepHoapoOHaTa By ¢yHKuus (HUBOTO Ha
TpaHcaMHHa3uTe), ObOpeuHaTta Bu ¢pyHkuns (HUBOTO HAa KpeaTHHKWHA) MM Opos Ha KpbBHUTE BH KieTku
(6eny U YepBEHH KPbBHH KIIETKH U TpOMOOUMTH). B3 OCHOBA Ha TE3HM KpbBHHU H3CneABaHHA, Bauusar
neKap tle MpeLeHH AaJik Ja [pekpary JeyeHueTo ¢ Bonraped Petapa unu aa npoMeHU A03aTa.

Ilena v BOAPACTBALNH
[lopaau no3oBarta cu ennHuLa BontapeH Perapa He TpabBa fa ce npeanucsa Ha Oeu
(noa 18 roauHH).



Xopa B cTApYeCKa BbIpacT

[TauMeHTHTE B CTAp4ECKa Bb3PACT, 0COOEHO NMPH HEMOIIHU WU C HUCKO TEAECHO TErNo, MoXe Aa ObaaT
O-4YYBCTBUTENHH KbM edekTuTe Ha Bontapes Perapa, OTKONKOTO APYTrUTE Bb3PAaCcTHH NalMEHTH. 3aTOBA
Te TpAOBa 0co0eHO BHUMATENHO A Ce/IBaT MHCTPYKLIUHUTE Ha JIEKaps, U J1a PUEeMaT MUHHUMAJIHBA Opoi
TabneTky ¢ YABMKEHO 0CBOOOXKAABaHEe, 00/eKYaBallK¥ CHMNITOMUTE. MHOIO € BasKHO [10-Bb3PACTHUTE

nauMeHTH He3abaBHO Aa cbOOLIABAT Ha /IeKaps CH HEXENAHHUTE peakLMy.

Ilpuem Ha APYrH JekapcTBa (B3AaHMOACHCTBHA € APYIH JIeKAPCTBEHH BKPOAYKTH, BKIIYHTENHO
BAKCHHH HJIH OHOJIOTHYHH NPOAYKTH)

YBeapomere Bauina nexap, papMaLeBT M MEJULNHCKA CeCTpa, ako NpHeMare Ml HacKopo CTe
pHeMaii APYrd NeKapcTaa, BKIKOUUTEIHO H TAKKHBA, OTIYCKaHU 6e3 peuenTa.

OcobeHo BaXHO € Ja chobuTe Ha Balug nexap, ako cre B3MMalli HAKOH OT CIEAHUTE JIEKapCTRA:

o Jlutuit vy cenekTUBHY HHXUOUTOPH HA 0OpaTHOTO 3axBallaHe Ha cepoTOHUH (SSRIS) — nekapcTna,
W3MON3BAHH 34 NeYeHNe HA HAKOU BUJOBE KENpPECHs

¢ JINrOKCHH (N1eKapCTBO, H3NON3BAHO 32 ChPJACUHH NMPodneMu)

e Jluyperniuu (nexapcTaa 3a YBEJIHHABAHE KONMYECTBOTO HA OTAEJIEHATA YPHHA)

ACE unxubutopu nnu 6eta-610kepu (K1acoBe JEKapCTBA H3NOA3BAHM 34 IEYEHHUETO HAa BUCOKO

KPbBHO HaNAraHe U CbpJeyHa HEAOCTATBYHOCT)

Jpyru npoTHBOBL3NAIMTENHH NEKAPCTBA KATO AUETU/ICAIHLIMNOBA KHCENHHA WK HOynpodeH

Kopruxoctepouau (ekapcTea, ynotpedapaHy 3a o0JeKUeHHE HA Bb3NANEHH YacTH OT TANOTO)

AHTHKOAryJiaHTH (J1€KapCTBa 34 nNpeaoTBpaTaBaHe ChCHPBAHETO HA KPBBTA)

JlekapcTaa 3a sieueHune Ha guabet (KaTO METPOPMUH), C UIKITKOUECHHUE HA HHCYNUH

MeToTpekcat (1ekapCcTBO, H3MOA3BaHO MPH NEUYEHHE HA HAKOW BWJIOBE pak UNU apTpUT)

[luknocnopuH, TAKPONIHMMYC (NeKapcTBa, H3NON3BAHU NABHO NPH NALHEHTH NpeThpneny

TPaHCIIaHTALUA)

TpumeTonpuM (JEKapCTBO, H3INOA3BAHO 33 Npena3BaHe OT WM JIeYeHHe Ha HHDEKUHMH HAa NHKOYHHUTE

NbTHLIA)

XHHONOHOBH aHTHOAKTEpHAIHH CpeAcTBa (NeKapCcTBa 3a JeueHue Ha HHPEKIUHH)

Bopukonason (JiekapcTBO, W3NON3BAHO 34 JeUEHHUE HA INOHUHK NHPEKUHHN)

MdenuTonH (NEKapCTBO, H3NOJI3BAHO 32 JICUCHHME HA TPUNAIbLH)

PudamMnuiyH (aHTHOHOTHK, H3ITON3BAH 34 NeYyeHNe Ha DaKTepHanHi HHOEKLIHH).

IIpuem Ha BonTapen Perapa ¢ xpaHd, HANHTKH H aJIK0X0J1

e Bontapen Perapa Tabnetku ¢ yabaxkeHo ocBoboxkaaraHe TpadBa Aa ce MOrabIAT UenH ¢ yama Bojaa
WU ApYyra TEHHOCT.

e [IpenopbuutenHo € BontapeHn Petapa TableTkH ¢ yIbAXKEHO OCBODOXKIABAHE Aa Ce npuemMar o
BpEME Ha XpaHeHe.

bpeMeRHOCT, KbpMeHe 0 PepTHANTET

AKO cTe OpeMeHHa UKW MUCNIUTE, YE MOXKeE Jla CTe OpeMEHHA, YBEAOMETe JIEKApPH CH.

He Tps6pa na npuemare BonrapeH Perapa TabneTky ¢ yab/bkeHO 0CBOOOKAABAHE Npe3 MbpBUTE 6 Mecella
oT OpeMeHHOCTTa, OCBEH aKo He € abCOMOTHO HeoOX0ANMO U Mo Mpenopska Ha Bawus nekap.

KaxTto ¥ npH ocTaHankTe NPOTHBOBB3NANMTE/IHY JIeKapCTBa, He TpsOBa 1a npueMare Bon*rapen Petapn
TaONETKH C YABIKEHO OCBOOOXKZABAHE MpPe3 NOCNEAHUTE 3 Mecela Ha OPeMERHOCTTA,
yBpeAH HEPOAEHOTO JETe WM Ja NpeNu3BHKa NpobneMu npu paxaaHeTo. Moxe

Bainero 0ebe KkbM KbpBEHE H MOXE Aa Oblie NpHYHHA, PAKAAHETO 1A 3al10YHE
MPOABLBKUTENHO OT 04aKBAHOTO.



AKO ce npHeMa NoBeye OT HAKOJAKO AHM oT 20-aTta ceaMHuLa Ha OpeMEHHOCTTa HAaTaTLK, Boatapen Perapn
TabeTKH ¢ yAbIKeHO OCBOOOXAaBAHE MOXE A3 NpHUYHHH ObOpeurn npobiemMu npu oule HepoaeHoTO BH
Debe, KoeTo MOJXKE Jla JOBeAe A0 HaMAJIEHO KOJMUYECTRBO HA OKOMOIMIOAHATA TeYHOCT, KOATO 3a00HKans
6ebeto (ONHTrOXUAPAMHUOH) WK CTECHABAHE Ha KPBbBOHOCEH CbJ (AYKTYC apTepHO3YC) B CHPLIETO HA
6ebeTo. AKO Ce HYXIAETE OT NEUEeHUE NO-ABJIro OT HAKOAKO AHH, BawuaT sekap MoXe Aa npenopbya
JOMBJIHUTENHO MPOCIiesBaHe.

TpabBa na yBeAOMHUTE CBOA JIeKap, aKO KbPMHUTE.,
He Tpabsa na kbpMuTe A0KaTo npueMare Bonrapen Perapa, T kaTo TOBa MOXE /1a Hagpead Ha Bauueto

ACTE.

Bauinat nexap we obcban ¢ Bac noreHuHanHua puck oT npueMaHeTo Ha Bontapen Perapa npu
OpeMEHHOCT HJIH KbpPMEHE,

/KeHH ¢ JeTepoieH HOTCHUHAN
BonrapeH Moxe Aa 3atpyaHu 3abpemenasaneto. He TpabBa na npnemare Bontapen Perapa Tabnerku ¢

YABIDKEHO OCBOﬁO)KﬂHBaHe, dKO INNIAHHPpATC A4 3aﬁpeme;{ee1‘e HIH UMaTC TPYIAHOCTH CbC 3a4CBAHETO.

Baxxna uadopManHsg OTHOCHO HAKOH OT OCTAaHANIHTE ¢beTaBkH Ha Boarapen Perapa
Bontapen Petapa chabpxkar 3axapo3a. Ako Bauiudar nekap By e kazan, ye UMaTe HEIIOHOCHUMOCT KbM
HAKOM 3aXapH, OOLpHETE Ce KbM HEro NpeaM Aa 3arnovyHere Ja B3MMaTe TOBa JIEKApCTRBO.

3. Kak aa npremate Boarapen Perapa
CnenpaiiTe BHUMATENHO YKa3aHUATa HA Baliua gekap. He npeBHuiaBaiTe npenopryaHata J03NPOBKa.

Koako ot Bamero sekaperso Aa npHemMarte

He npepHiuaBaiite npenopbHaHaTa 4O3MpOBKa, NpeanucaHa or ekaps Bu. MHoro saxso ¢ aa npuemare
Hali-Huckara Ao3a Bonrtapen Perapa, obnekyaBawa Oonkara By 4 Aa He npoAbIKaBaTe MpHEMA TTOBEYE
OT HEOOX0AUMOTO.

BauuaT nekap we Bu kaxe koako TouHo Tabnetky Bonrapen Perapa na npuemere. B zaBucumMocT ot
TOBa Kak Bu ce oTpa3saBa neyeHHeTo, BaluuaT Jekap Moxe 1a NpeanoxKy o-BUCOKA HIIH TO-HHCKA J103a.

Bn3pacThn

B nmoBeuero cny4an neyeHHeTo 3anoura ¢ go3dMpoka ot 100 no 150 mg queBHO - ¢1Ha Tabnerka
Bontapen Perapa 100 mg. [1pn no-nexu ciyyan H 3a NPOABLIKUTENHO NIEHEHHE OOHKHOBEHO Ca
poctatbuHH 100 mg anesHo. TabneTkure BontapeHn Perapa 100 mg ce npuemMar eJHOKpaTHO AHEBHO. He
npueMaiTe nopeye 0T MakCMMaliHaTa AHeBHa Ro3a ot 150 mg.

Kora na npuemaTte Boarapen Perapa
BonTtapen Petapa € npenopbUMTENHO [a ce MPHEMa 110 BpEME Ha XpaHEHe,

Kaxk ga npuemate Boatapen Perapna
Koraro cMMITOMHTE CE€ MPOABABAT NpPe3 HOLUTA U Ha CYTpUHTA, Boarapes Petapa e npenopwuuTenHo aa
ce npuemMa Beuep. '

BonTapen Perapa tabnerku ¢ yapakeHo ocBoboxkaaBaHe TpabBa ga ce Morabiiar uen
Apyra TeYHOCT. 3a NpeANnoYMTaHe MO BpeMe Ha XxpaHeHe. TabneTkure ¢ yaAbKeHO 0
TpsOBa 1a ObAAT pa3HynBaHU WIH CIbBKBAHH.




Koaxo anaro aa npuaemare Boaraper Perapn

CnengaiTe TOMHO HHCTPYKUMHTE Ha BaLUtUA JieKap.

Ako npuemate Boartapen nmoeeue 0T HAKONKO CeAMHLHM, TPAORa /la OTHAETE HA pelOBEH Nperae] npy
Baiing nekap, 3a 4a CTe€ CHT'YPHH, Y€ HE MPOSBABATE He3abenexuMH HeXXelaHH peaKLHH.,

AKO HMaTe HAKAKBH AONDBIHUTENHU BLIPOCH, CBBP3aHH ¢ ynoTpebara Ha TO3M NPOAYKT, MOJIA
nonntaite Bamus nekap unu ¢papmauesT.

AKO cTe RpHeaH HOBevYe oT HeoOxoanmaTa 103a Boarapen Perapa

AKoO c/iyyaliHO CTe NMPHENy no-rojisMo KOJAU4ECTBO TabNETKH ¢ yABbKeHO oceobox aaBaHe Bonrapeu
Perapa, oTkonkoto By e npeanucano, yseaoMere Bamus aexap nan papmaneBT Hin He3abaBHO
NOTHPCETE MEAHIHHCKA NOMOILL.

Moxe aa ce HyXAaeTe OT MEAULIMHCKA MTOMOLLL.

AKO cTe nponycHaan ga npuemere Boarapen Perapa

AKO nponycHETE NMpHeMa Ha €AHa [03a, B3EMETE 5 BeHara, oM CH CIOMHHUTE. B ciyuaid, ve e
HACTBITHIO BPEME 3a ClleABaliara J03a, NponycHere 3adpaBeHara Y Mak NpoAb/ikeTe Mo NpeAnucasara
Bu cxema. He npuemMaiite JBOHHA 1034, 3a 1a KOMNEHCHPATE NPONMYCHATa 1034.

4. Bb3MOKHH HEKEITAHH PeaKIHH

KaxkTto BcHukH NekapcTsa, BonTapen Perapa Moxke fa npeiH3BHKA HEXENaHH PEAKLHH, BBIIPEKH UE HE
BCEKH 'M NOJy4aBa.

Haxon HeXeIAHR PeaKIHA MOraT Aa 0bAaT CEpHO3HH

C HeH3BeCTHA YecTOTA {OM HANUYHUME OAHHU He MOJIce 0a bbOe Hanpasena OYeHKa)

Cnpete aa u3nojspate BontapeHd Perapa u ysenomere seiHara Bawus nekap, ako 3abenexure:

¢ Jleku cnasMmH H 6051e3HEHOCT B KOpEMa, 3anoyusallld CKOPO Cled HA4al0TO Ha AeueHuero ¢ Boartapen
Petapa ¥ nocneaBaHu OT PEKTANHO KbPBEHE WM KbpPBaBa AWapus, OONKHOBEHO B paMKHTE Ha 24 yaca
OT 11OABAaTa Ha KOpeMHaTa Oonka.

¢ bonka B rxpauTe, KOATO MOXE [J1a € MPU3HAK HA MOTSHUHANHO CEPUO3HA anepriuiHa peakiums,
HapeueHa CUMHApPOM Ha KyHuc.

o (Cepro3HAa alepPruvYHa KOXHA peaklua, KOATO MOXKE 1a BK/IKUYBA rOJIEMHU, LIMPOKO pa3lIpOCTPaHEeHH
4yepBeHU W/UJIH TbMHH METHA, MOAYBAHE HA KOXKAaTa, MEXYPU M CbpOex (reHepanun3npan OynoseH
(UKCUpaH JIEKapCTBEH OOPHB).

HeuecTH (Mozam oa 3acecram 00 [ na ecexu 100 oywu, ocobeno kocamo npuemam UCoOKa OnesHa 003da

(150 mg) 3a Ovave nepuoo om gpeme)

o Bae3anHa ¥ npuTUCcKawa O0JiKa B IPbAHAA KOW (CHMNTOMH Ha HHQAPKT HA MHOKApAa UM CbpAeHCH
ynap)

e 3anyx, 3aTpyJHEHO JMILAHE B JETHANO NMOJOXKEHHE, NOAYBAHE HA CThNANAaTa UM KpakaTa (CHMMATOMH
Ha ChplieyHa HeAOCTATLUHOCT)

PeaxH HJIH MHOTO PeAKH (Mozam da 3aceznam 00 1 na ecexu 1 000 dywu wru 6o 1 na écexu

10 000 oywiu)
. CIIOHTAHHO KbPBECHE HJIH KpbBOHAacAAaHe (CHMIITOMH Ha TPOMOOHMTONEHHUA)
* BHCOKA TEMIIEpaTypa, 4YeCTH HHPEKLMH, MOCTOSHHO Bb3NANEHO bpsio {CHMITOMH Ha e
arpanyJoINTo3a) //"’: A qﬂ:;;‘“ “
. 3ATPYAHEHO AMLIaHe UK Iperibitate, oOpuB, Chpdex, KOTPHBHA TPeCKa, 3aM H y H";:;_
Ha CBPbX4YBCTBHUTEIHOCT, aHAQHUIAKTHYHK WM aHAQUNAKTOUAHK peakuun) /7 X/ X AN
MOJYBAHE OCHOBHO HA IMLIETO ¥ I'bPJIOTO (CHMIITOMHU Ha aHTHOEAEM) a :’:"ﬁ" "*‘r AN
® TPEBOXKHH MHCAX WJIN HACTPOEeHUS (CHMNTOMHU Ha NCUXUUHH HAPYLUEHHSA ) | i}j_ ( e f-,
l f"u t\ 1.
Hll\mi -*" r{:‘,r J.kf;{’?f:
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HAPYLICHHA HA NaMeTTa

rbpHOBE

0e3noKoHCTBO

CKOBAHOCT Ha BpaTa, NOBHILIEHA TEeMMeparypa, rajicHe, NOBpbIlaHe, rnapodone (CHMITOMH Ha

acerTHYEH MEHUHIHUT)

* BHE3AMHO U TEXKO I1apodoNue, rajicHe, 3aMasHOCT, BKOYAHEHOCT, TPYJAHOCT UIIH HEBB3MOXHOCT 34

ropopeHe, cnabocT HiKn napanusa Ha KpaiHULKUTE UIH JTHLETO (CUMATOMYM Ha MO3IBYHO ChIOBH

WHLUUW/JIEHTH WJIH CHPIACHEH yaap)

HaMaJIeHO YyBaHe (CUMIITOM Ha YBPEEH CNyX)

rnasobonue, 3aMasHOCT (CUMIITOMH HAa BHCOKO KPbBHO HANATAHE, XHIIEPTOHHSA)

oOpHB, JIUNABO-UEPBEHH NI€THA, NOBHLIEHA TEMIIEpATYpa, Cbpbex (CHMIITOMH Ha BaCKYJIHT)

BHE3aMMHO 3aTPYAHEHO JHMLIAHE U UYBCTBO HA TEXKECT B I'bPAMTE C XPHIIOBE HJIH KalliJIsHE

(CHMIITOMM Ha acTMa M/IM MHEBMOHHUS, aKO UMa BUCOKA TeMIeparypa)

MOBpPBLUAHE Ha KPbB (CHMNITOMU Ha XeMaTeMe3a) U/U/IM NOTHMHABAHE WK KbPBABH U3NpaXKHCHHA

(CHMIITOMH Ha CTOMAaIlIHO-4YPEBEH KPbBOUO3JIUB)

KbpBaBa AHAapUd (CHMITOMH Ha XeMOpard4yHa Juapus)

4epHM PexaTuM (CHMITOMH Ha MeseHa)

cTOMallHa 00JiKa, raieHe (CHMNTOMHU Ha CTOMALIHO-YPEBHA S3Ba, KbPBEHE Wik nepdopaung)

anapui, kopeMHa 00/Ka, TeMneparypa, raacHe, NOBpPbLLAHE (CUMIITOMU Ha KOJNUT, BKIIOUUTETHO

XeMoparuieH KOJUT, HCXEMHYEH KOJIMT W 0DOCTPSHE Ha YJILEPO3eH KOJAUT WK 6onecT Ha KpoH )

BHE3alHa CH/IHa 060J1Ka B ropHaTa 4acT Ha CTOMaxa (CHMNTOM Ha MaHKpEeaTHT)

. IO BJTABAHE Ha KOXKAaTa WIH OMHTE (CHMITOMH Ha XBATECHHLA), IraJeHe, JIMNCA HA AlIETHT,
TOTbMHABAHE HA YPUHATA (CUMIITOMH Ha Xenatut/ YepHoApoOHa HEAOCTaTbUYHOCT)

* rpunonoAoOHU CUMNTOMH, YYBCTBO HAa yMOpa, O0NKU B MyCKY/TUTE, MOBUILIEHO HHBO HA
yepHOAPOOHHUTE €H3UMHU B KPbBHH H3CNEABaHUA (CUMIITOMY Ha YePpHOAPOOHO yBpeXIaHEe,
BKNIOYMTENHO (DJIyMHHAHTEH XeNaTUT, HEKPO3a HAa YepHUA Op00, YepHoApoOHa HEAOCTATBUHOCT)
MEXypH (CHMNTOM Ha Oy03eH AepMATHT)

. YyepBEHa WJIH NyPNypHa KOXa (Bb3MOXEH MPU3HAK HA Bb3NAJICHHE HA KPhBOHOCHHTE Ch0BE),
KOXeH OOpHB ¢ MEXYDH M0 YCTHUTE, OUMTE H YCTATA, KOXKHO BB3NAICHHKE C JIolleHe | BeneHe Ha
KOXAaTa (CHMIITOMM Ha epHTEMA MYJTH(HOPME HIH APH TEMIEpaTypa — CHHApOM Ha CTUBBHC-
JIOYHC WM TOKCUYHA EMTUACPMAaHa HEKPOJH3a)

. KOXeH OOpHB ¢ molleHe ¥ 6eneHe (CUMNTOMH HA eKcOnruaTUBEH AEPMATHT)

MOBUILEHA YYBCTBUTEHOCT HA KOXKATA KbM CIBHUETO (CHMIITOM Ha (POTOUYBCTBUTENHOCT)
MOpaBH NEeTHA Mo KOXaTa (CHMNTOMH Ha nypnypa uiu nypnypa Ha lllonnaiiH-XeHox, ako e
[IpHUMHEHA OT ancprig)

° MOJYBaHE, YyBCTBO Ha CNaboCT, HapyLIEHO YPHHHUPaHe (CHMOITOMH Ha OcTpa Ob0pevHa

HEJOCTATHYHOCT)

OBHIIEH OENTbLK B YPHHATA (CHMINTOM HA MPOTEUHYPHA)

NOAYBaHE HA JIHUETO UK KopemHaTa 001acT, BUCOKO KPbBHO Haisrahe (CHMNTOMH Ha HepoTHYEH
CUHAPOM)

° yBeM4YaBaHe Wil HaMalsgBaHe Ha KOTMUECTBOTO OTAECNEHA YPHHA, ChHIKMBOCT, 00BPKAHOCT, raficHe

(CHMNTOMH Ha TYOYJTOMHTEPCTULIHANEH HEDPUT)

CHJIHO HaMaJleHO OT/e/IfAHE Ha YpHHa (cMMNTOM Ha HbOpeyHa nanunapHa HeKpo3a)

UANOCTHO NoAyBaHe (CHMITTOM Ha elemMa)
e BHe3anHa 00/xa B rbPAUTE U ANEPruyHHU peakLUuy (NpH3HaLK Ha CHHAPOM Ha KyHHC)



JAPYyru HexKeNanH PEAKHH, KOHTO MOXE X2 BbIHHKHAT

Yecrn (mozam oa 3acezrnam 00 | na ecexu 10 oyuwiu)

[‘magobonue, 3aMagHOCT, BUEHE Ha CBAT, racHE, MOBPLLIAHE, AUAPHS, TOWIO XPaHOCMHUIaHe (CHMIITOMHA
Ha JUCNENCHA), KopeMHa bonka, razose, 3aryba Ha aneTUT (CUMIITOMH Ha HAMANEH All€TUT), OTKJIOHEHHS
B PEe3yJATATUTE OT YEPHOAPOOHHU H3CNEABAHUA (HAMp. NOBUILEHN CTOAHOCTH Ha TPAHCAMUHA3UTE), KOXKEH

0OpHuB.

Heuectn (Mocam 0a 3acecnam 0o I na ecexu 100 oyuiu)
Copuebuene, rppana donka.

Penkn (mMozam Oa 3aceznam 0o | na ecexu 1 000 oy
CBHbHAUBOCT (CUMIITOM Ha CHHAMUBOCT), CTOMAIIHA OONKA (CHMIITOM Ha FACTPUT), HEPHOAPOOHO

yBpexJaHe, 00pHB CbC CbpOeX (CHMIITOMHU Ha yPTHKAPHA).

MHuoro peaxr (vocam oa 3acezram 00 1 na scexu 10 000 oywu)

HamaneH b6poii Ha yepBesinTe KPbBHH KJIeTKU (aHEMKA), HamalleH Opoii Ha DenuTe KpbBHH KIIETKH
(ieBKOMNEHMS ), NCIOPHEHTALMUA, ACTIPECHS, TPYAHOCT IIPH 3aCNUBaHE (CUMNTOMU HA 6€3CHhHUE), HOILIHU
KOLIMAapH, pa3Apa3HUTENHOCT, U3TPHLIIBAHE HAa KPAHHHULMTE (CUMITTOMH Ha MapecTe3us ), TpenepeHe
(CHMNITOM Ha TPEMOP), BKYCOBH HapyuUI€HUA (CUMIITOM Ha AUCTey3HA), 3pUTENHH HapyieHHs *
(CUMMIITOMH Ha HapyLIEHO 3peHHe, 3aMbIVIEHO BUXKAAHE, IBOMHO BHX/AAHE), WUYM B YILHTE (CHMIITOM Ha
THHHTYC), 3aNeK, Bb3naJeHHE Ha ycTaTa (CHMOTOMH HA CTOMATUT), MOy BaHe, 3aucpBABAHE H
Bh3NAJSBAHE Ha €3MKa (CHMOTOMH HA IIOCUT), HApYLUEHHS Ha XpaHOIpoBoJa (CHMIITOMH Ha HapylLUEH
XpaHOMPOBOA), KpaMIlM B rOPHATA 4acT Ha KopeMa, Hall-Beye cie XxpaHene (CUMNTOMH Ha Juadparma-
NoJoOHH CTECHEHHS Ha 4epBaTa), YepBeH, napeuy H ¢yplaLy, odpus (CHMNTOMM HA €K3eMa), 3a4epBsiBaHe
HA KOXaTa (CUMIITOM Ha €pUTEMA), Koconaj (CMMATOM Ha anoneuus), cbpbex (CUMNTOM Ha [IPYPHTYC),
KPbB B YPUHATa (CUMITOM Ha XemMaTypus).

C HeH3BECTHA HECTOTA (OM HATUYHUME OQHHU He MOXce 0a Dboe HanpaseHa OYeHKa 3a yecmomama)
ANnepruyHa KOXHa peakiHs, KOSTO MOXeE Aa BKIIIOYBA KPBIIH UMY OBATHN NETHA CbC 3a4epBABaHE U
noayBaHe Ha Koxata, oOpa3yBane Ha MexypH K cepbex (dukcenpan nekapcteed oOpue). Moxe 2a ce
MOABH H MOTbMHABAHE HA KOXATa B 3aCerHaTUTe 001acTH, KOETO MOXE 12 OCTAHE C/Ie H3JIEKYBAHETO.
(DUKCHPAHHUAT eKapCTBEH OOPUR OOHKHOBEHO C€ MOABABA OTHORO HA CHIUOTO(MTE) MACTO(MECTA), aKO
JEKapCTBOTO C€ U3MONI3Ba OTHOBO.

*3pHTEeNHE HApYWIEHHsI: AKO [10 BpeME Ha JIEYHHUETO ¢ BoaTapeH ce NOoABAT CUMITTOMH Ha 3pHTENHH
HapyllueHUs, CBbPIKETE ce ¢ Bamus nexkap, TbH KaTo MOXKe J1a Ce HaAJIOKH NIPErie]] Ha OUUTE, 3a 114 CE

H3KJIKOMAT APYTH MPHYHHM.

Yeenomere Bamius Jexap, ako Ce NPosBU HAKOS OT TE€3X HEXENAHH peaxLiiH.

AKO HAKOA OT HEXE/AHHUTE IEKAPCTBEHH PEaKLHU CTaHe CePUHO3Ha, WIH 3a0eNeKuTe APYry, HEOMUCAHH B
Ta3u TNCTOBKA HEXENAaHH peakliH, MOl yBeaoMeTe Bawus nekap unu dapmauesr.

Axo npreMate Bontapes Petapa B npoAb/KeHHE Ha MOBeYe OT HAKOJKO CeAMMIH, TpaOBa Ja ce
NoJjaraTe Ha peAOBHH MEAHLIMHCKU NIPErNIEN, 33 AA CT€ CUTYPHH, 4€ NOAOOHHN HexenaHH edekTd HAMA

fla OCTAHAT He3alena3aHHu.

CrobuiaBane HA HEXKEJAHH PEaKIHH
AKO NOJYYHTE HAKAKBH HEXKE/AHH JIEKAPCTBEHH PEAKLMK, YBeaoMeTe Baus nekap. Toea BKIIQYBA

BCUYKH Bb3MOXXHH HEOMUCAHU B Ta3H JUCTOBKA HEXENaHU peakudy. Moxere cbilo Aa CxOQUIUNG ﬁf-:%'“x

“ b %,

HeXeJaHH peakLid JHPEKTHO Ypes HalMOHAHAaTa CUCTEMA 3a ChoOlaBaHe: / ‘_g-c/""“‘m\ N
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M3nbaHUTEIHA ar€eHU M 10 JeKapcTBaTa
vi. ., Jlamsan ['pyeB” Ne 8
1303 Codus

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

Karo choOluaBare HexxeslaHU peakL M, MOXKETE J1a 1aJieTe CBOs NPUHOC 3a MoJIy4yaBaHe Ha 1oBeye
nHdopmaurs OTHOCHO O€30MacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak 1a coxpansiate Boarapen Perapa

Jla ce cpxpanssa noj 30°C.

Jla He ce ynoTpeOsBa cjieJl K3THYaHE Ha CPOKA HA N'OJIHOCT, 0TOEe/IA3aH Ha ONAKOBKATa.

Jla ce cbXpaHsiBa B OpUIrHHaJIHATa OMaKkoBKa.

Jla ce cbXxpaHsiBa Ha MACTO, HEJIOCTBITHO 3a JeLa.

6. ChabpKkaHHe HA ONAKOBKATA H A0NbJAHHTEIHA HHPOpMaALHA

KakBo coabpka Boarapen Perapa

o AKTHBHOTO BelllecTBO BbB Bonrapen Perapa Tabnetku ¢ yabiakeHo ocBoOOXk 1aBaHe € quKIodeHak
Hatpuil (diclofenac sodium).
° JIpyrure chbCTaBKH ca 3axapo3a, LE€THJIOB ajJKOXO0J1, MOBH/0H, MarHe3ueB creapar, 0€3Bo/ieH

KOJIOWJIEH CHJIMLMEB JHOKCH, Xunpomesosa (E464), tank, noaucopdar 80, THTAHHEB IMOKCH
(E171), yepBen xene3en okcu (E172), nonuwerunenraukon 8000.

AKO UMaTe BbIPOCH OTHOCHO TO3H JIEKapCTBEH MPOAYKT, MOJIsl 0OpbluaiiTe ce kbM Baluus nekap uiau
¢apMaueBT.

IIpuTexaTe)1 HA pa3pelleHHETO 32 yNoTpeda
Novartis Europharm Limited

Vista Building

Elm Park, Merrion Road

Dublin 4

MUpnanaus
IIpoun3BoauTe.

Novartis Pharma GmbH

Roonstrasse 25
90429 Nuernberg
[‘epmanus

H/HIIH




3a JOombIHUTENHA HHbOPMaLHA OTHOCHO TO3M NEKAPCTBEH NMPOAYKT, MOJS CBBPXKETE CE C JOKATHUS
NpeACTABHTEN HA NPUTEXKATENA Ha pa3pellleHUeTo 3a ynortpeba:

Novartis Bulgaria EOOD

oyn. ,,Hukona Banuapos® Ne 55
EKCITO 2000, crpana 4, et. 4

Codusa 1407

ren: 02/489 98 28, dakc: 02/489 98 29

JMaTa ua nocaeqHo mpepa3raexkaase Ha JucToBKaTa: 08/2025
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