JIMCTOBKA




JIncroBka: nHpopmanHd 3a NalHeHTA

Topera 75 mg/650 mg ¢puaimupann TadieTKH
TPaMaa0/10B XHAPOXJIOPHI/apaLeTamol

Doreta 75 mg/650 mg film-coated tablets
tramadol hydrochloride/paracetamol

[IpoyereTe BHHMATE/IHO UNA/IATA JIHCTOBKA, NMPE/IH 1A 3alI0YHETE 14 NPHEMATe TOBA JIEKAPCTBO,

ThH KaTO T8 CbAbpPAKa BakKHa 32 Bac undopmauns.

- 3anasere Ta3u JMCTOBKA. MOKe 1a ce HaJIOXkKH 1A A NMPOYETETe OTHOBO.

- AKO UMaTe HAKAKBH [IOMbIHUTEIHH BBIPOCH, nNonutaiTe Bawus nekap Ui ¢papmauesrT.

- Toa nekapcTBo € npeanucaHo JM4yHoO Ha Bac. He ro npeorcTeneaiTe Ha apyru xopa. To moxe
Ja UM HaBpeIH, HE3aBMCUMO OT TOBA, Y€ TEXHHUTE CUMITTOMM ca ChUIMTE KaKTO Bawure.

- AKO NnOJIyYUTE HAKAKBH HEXKEJIAaHHW JIEKapCTBEHHU peakUMHu, yBeaomere Baluus ekap,
(apMaueBT WIK MEAUMLMHCKA cecTpa. ToBa BKJIKOYBA H BCHYKH Bb3MOXKHH HEXEIaHH PEaKLIUH,
HEOMUCAaHHU B Ta3u JIMCTOBKA. Buxkre Touka 4.
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Kakso Tpa0Ba na 3Haerte, npeau na npuemere lopéra’ o2 snesnaeess
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CohabpKaHHe Ha OMaKoBKATa M J10MbJAHUTEIHA HH(OpMALIUS
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1. KakBo npeacras.sBa /lopera H 3a KAKBO ce H3M0.13Ba

Jlopeta € KOMOMHALMA OT ABa aHAJINETHKA TpaMazaoJl U rnapaueTaMmosl, KOWTO A€HCTBAT 3a€/1HO, 3a J1a
oonekyat Bawara 6oska.

JlopeTa e npeaHa3HayeH 3a JieueHHe Ha yMepeHa /10 cHiiHa 0osika, korato Baiuuar nekap npeueH, ye
ce Hy»/1aeTe OT KOMOMHUPAHETO Ha Tpamaz0J M rnapaueTramMorl.

Jlopera TpsaOBa 1a ce npuema camo OT Bb3PaCTHH M KOHOLWIM Hal 12 roauHH.

2 KakBo TpsOBa 1a 3Haere, npeau aa npuemere Jlopera

He npuemaiite /lopera, ako

- CTE aJIepruyHU (CBPbXYYBCTBHTEIHH) KbM TPaMaa0J/iOB XHAPOXJIOPH/L, NapaLeTaMoil HiIH KbM
HAKOS OT JIpPYrMTe CbCTABKH HA TOBA JIEKApCTBO (M30pOeHH B TOUKa 6),

- CTE C OCTPO OTPaBsAHE C aJKOXO0J1, XanyeTa 3a CbH, 00€300/15BaLlLKY WK JAPYTH NCUXOTPOITHH
NeKapcTBa (JIeKkapcTBa, KOUTO BJMAAT HA HACTPOEHHUETO H EMOLIMHTE ),

- ChLLO Taka ako npuemate MAO-HHXHOMTOPH (HAKOHW OT JIEKapcTBaTa, M3Moi3BaHH 3a JICHEHHUE
Ha aenpecus UM 6onect Ha [TapKUHCOH) WM CTE I'M NpUemasu npes nocaeauure 14 aHu npeau
npuema Ha Jlopera,

- cTpajare OT TeXKKO YEPHOAPOOHO HapyLUEHHE,

- HUMAaTe enuJiencus, KOSTO He € 10CTaTb4HO J00pe KOHTPOJHpaHa ¢ NoMOLLTa Ha J'IE!KEIPCTBHTH
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MOXKBbJATABAHE Ha OYHUTE U KOXKATA CH. TOBa MOXKE Aa C€ ABHKH HA XKBJIATECHULA WK NPoOaeMHU ¢
HTBHHUTE MbTULLA,

- uMmarte 6L0peuHu npodnemu,

- HMaTe CUJIHO 3aTPyAHEHO AMlilaHe, HanpuMep actMa uiy 6enoapodbuu npobnemu,

- HUMAaTe CMUACNCUS WU CTE UMANH NPUMATbLU UIH I'bPUOBE,

- cTpajare oT Aenpecus U NpyueMaTe aHTHIAETPECAHTH, TbH KaTO HAKOH OT TAX MOrarT Ja
B3aWMoaeHcTBaT ¢ Tpamanon (Buxkre ,,Jlpyru nekapersa u lopera™),

- HACKOPO CT€ CTPaAald OT TPABMA HA IJ1AaBaTa, WOK WK FiaBoboIMeE, KOETO € Bb3MOXKHO Ja
Obae unu aa xe Obae CLMPOBOASHO C MOBPbLUAHE,

- HMaTe 3aBUCUMOCT KbM HAKAKBH JIEKAPCTBA, BKIOMMTENHO TAKUBA U3MOJI3BAHH 3a 0ONneKyapaHe
Ha Oonkara, Hanpumep MOp(pHH,

- npUeMare Apyry JiekapcTsa 3a nedeHHe Ha 00.Ka, KOUTO cbabpxaT OynpeHopduH, HanbypuH
HJTK NMEHTA30LHH,

- Bu npeacrou aHecte3us (ynoiika). ¥Ysegomere Bawvsa nexap wiM cTtoMaTonor, ye npueMare

Hopera.

Ilo BPEME Ha JICUCHUE C EOQETH YBCAOMETC He3abasHO Baiuus JICKAp, ako.

HMMaTe TEKKH 3ab0NIBaHNA, BIJIKOUUTENHO TEXKO HBOpevHO yBpexaarHe WM cencuc (Koraro
bakTepuMTe U TOKCHHUTE UM LUPKYJHPAT B KPbBTa, KOETO BOAM A0 YBPEKAAHE HA OPraHMUTE), HIIHM aKO
cTpajare OT HEAOXPaHBAHE, XPOHHUYEH aNIKOXOAHW3bM WIH aKO NpHEeMaTe Ty KJIOKCALWINH
(aHTHOMOTUK); CbobLuaBa ce 3a CEPUO3HO ChCTOSHHME, HAPEYEHO MeTabo/MTHA auKa03a (HapyLeHHe
Ha KpPbBTa U TEJCCHUTE TEUHOCTH), MMPH NALKEHTH B CIyHauTe, KOraTo fapaueraMost ce NpueMa ¢
MOCTOSHHHU 403U 32 MPOABLDKMTENESH NEPUOA OT BpEME WIIK KOTaTo napaileTaMon ce NpUeMa 3aeJHO C
dbaykiokcauunud, CuMnToMuTe Ha MeTabOJIMTHA auKMAO03a MOTaT Aa BKITIOYBAT: CEPUO3HH
3aTPYAHEHUSA NPU JALIAHE ¢ ABIOOKO YHECTEHO AMLIaHe, ChbHIMBOCT, raJeHe H MOBpPbLLAHE.

[IpUBUKBaHE, 3aBUCUMOCT M MPUCTPACTIBAHE

ToBa nekapcTBO ChAbpKa TpaMaaoN, KOHTO € OMHOMAHO JiekapeTBo. MHOorokpaTHara ynorpeda Ha
OMHOIN MOXe Ja A0BeAe A0 HaManasaHe Ha e(pEKTUBHOCTTA Ha JIEKAPCTBOTO (MPUBUKBATE KbM HErO,
H3BECTHO KaTO JIeKapcTBeH ToNiepatc). MHorokparHaTa ynotpeda Ha Jlopera Moxke CbLIO Ja J0Bee
110 3aBUCHUMOCT, 3JI0ynoTpeda 1 NPpUCTpacTABaHe, KOMTO MOXKE J1a IOBEJAT 10 AKUBOTO3ACTPALLABALIO
npeao3upaHe. PUCKBT OT TE3U HEXKENAHHU PEAKIIMKM MOXKE A C€ YBEIWUYM MPH MO-BHCOKA 103a H 110-
rossiMa NpOab/DKHTENHOCT Ha ynoTpedara.

3aBHCHMOCTT2 WIH MPUCTPACTABAHETO MOXE Aa BU HakapaT na movyBCTBATE, Y€ BEHE HE MOXETE Aa
KOHTPOJIMPATe KAKBO KOJIMMECTBO OT JIEKAPCTBOTO TpAORA Aa NPHEMETE WM KOJIKO 4ecTo Tpadsa 1a ro
NPUEMATE.

PUCKBT OT pa3BUTHE Ha 3aBRCUMOCT WM NPUCTPACTABAHE € pa3/iM4eH IMPH Pa3/IHUHHTE XOpa.
B13MOXHO € 1a MMaTte No-rofigM pUcK OT pa3BUTHE Ha 3aBUCHUMOCT WM NpHUCTpacTaBaHe kKbM Jopera,
aKo:

- Bue wiu Hakoi oT BalueTo cemMeiicTBO HAKOra cTe 3J10ynoTpedaBaiIM WK cTe OWIKM 3aBUCUMHU
OT aJIKOXO0JI, NeKapcTBa, OTIMYCKAHU MO NEKAPCKO MPEANUCAHHE, WIH HE3aKOHHH BELLECTBA
(,,ipucTpacTaBaHe™)

- CTE nylay

- CTE UMaNH NPobAEMH ¢ HACTPOSHHETO (Aerpecusi, TPEBOKHOCT HITH pa3CTPOMCTBO Ha
NHYHOCTTA) WM ¢Te OMJIH NEeKYBAHH OT NCHXHATHP 332 APYTH NCUXUUHU 3a00NABaAHUA.

AKo 3abenexxuTe HAKON OT CNEAHWTE NPU3HAUM, A0KaTO npueMare Jlopera, ToBa MOXKeE Ja € NMpH3HaK,

ye CTe pa3BHIM 3aBUCHMOCT MJIU CTE NMPHCTPACTEHHU: ~

- Mmare Hy)kna 1a npueMare N1eKapcTBOTO Mo-AbAro, 0OTKOAKoTo BU € nocheeTBan

- HMmare Hykaa 1a npueMare rose4e oT MPenopbuUTENHaTa 1032

- H3non3eare 1eKapCcTBOTO MO NPUYKHY, PA3IM4HNA OT TE3H, 38 KOMTO BU € npen
HanpuMmep ,,1a ¢€ YCNOKOHTE™ WK ,.1a BU nNoMorHe aa 3acnure™

- [lpaBunu cTe MHOTOKpPaTHHU HEYCNELIHU ONUTH Ja CnpeTe UMY 4a KOHTpoaupa




TOBA JIEKAPCTRO
- Koraro cnpeTe Aa npueMarTe 1eKapCcTBOTO, HE Ce UyBCTBaTe 100pe U ce uyBCTBaTe no-ao0dpe,
KOraTo 3aro4yHeTe OTHOBO Aa NMpHemMare NeKapcTBOTO (,,e(PEKTH HA OTHEMAHE™).

Axo 3abenexure HAKONW OT Te3u NpHU3HaLK, rosopete ¢ Bawmus nekap, 3a aa odbcbvante no-go0bp 3a
Bac HauvH HA neYeHHE, BIUIIOYHTENHO KOra € NoAXoAALL0 12 CNpeTe NPHEMa U Kak 11a ro HanpaBuTe
no Oe3onaceH HaAYHH {BWXKTEe ToUKa 3 ,,AKO cTe cnpeau npuema Ha Hopera™).

EHXEITB.I]HH HapYIUCHHUA MO BPEME HA CbH

JlopeTa cbabpka aKTHBHO BELIECTBO, KOETO NPHHAMIEKH KbM rpynara Ha onHouaute, OnuoHauTe
MOTaT Aa NPUUYKHHAT CBBP3aHH CbC CHHA HAapyLUEHHA Ha AUWAHETO, HANPUMED LIEHTPAIHA CbHHA anHes
(MOBBLPXHOCTHO AMLLAHE/NAy3a HA AHLUIAHETO MO BPEME HA CbH) M CBBLP3aHA CbC ChHA XUMOKCEMMUA
(HUCKO HHBO Ha KUCJIOPOA B KPbBTA).

PHCKDBT OT LleHTpaIHA CbHHA AMHES 3aBUCH OT A032Ta HA ONMHOKAUTE. AKO UMATE LICHTPaNHa ChHHa
anHes, BaluuaTt nexap moxe na oOMHCIH HaMansBaHe HA 06111aTa N03a ONHOWA, KOSTO NPHEMATE.

ColiecTByBa MaTbK PHCK OT MOABATA HA TAKa HAPEYEHHS CEPOTOHHHOB CHHAPOM, KOHTO MOXe Aa ce
NOABM Cied NPUEM Ha TpaMazon B KOMOMHAUMA ¢ Onpeae/ieHH aHTUACNPECAHTH, HIH CaMO Ha
Tpamaaon. HezabaBHo noThbpcere MEAMUMHCKA MOMOLUL, aKO HMATE HAKOH OT CHMITOMHTE, CBBHP3aHH ¢
TO3H CEPHO3EH CHHAPOM (BHXKTE TOUKA 4 ,,Bb3MOXKHHU HEXEJIAHU peakLUMH™).

Tpamanon ce TpaHcopmupa B yepHus apod 4pes eH3um. [1pn HAKOH XOpa TO3H €H3UM € NPOMEHEH
H TOBa MOXKE [1a UM TMOBIMSAE MO Pa3IHYHK Ha4WHH. HAKOM Xopa Morar aa He NoAy4aT JOCTaTbYyHO
obnexkuyeHue Ha OonKara, HO NP APYrH Xopa UMa no-rojiAMa BEPOATHOCT OT NMOKBA HA CEPHO3HH
HEXKENIAHU peakUHH. Ako 3a0enekuTe HAKOR OT C/IEIHHTE HEXEJaHW peakuyH, Tpabea na cnpere
MPHEMA HA NIEKAPCTBOTO U He3a0aBHO A2 MOTBPCHUTE MEAULIMHCKA NMOMOLL: DaBHO WAM MOBBLPXHOCTHO
AHLLIaHe, OOBbPKAHOCT, CLHIIMBOCT, CBMBaHE HA 3€HWUUMTE, FadcHE MIIM MOBPbilAHE, 3anekK, JUrca Ha
ArNeTUT.

AKO HAKOA OT rope-u30poeHHTE TOUKH ce e oTHacs1a 3a Bac B MHHanoTo unu ce oTHaca 3a Bac
aokato npueMare Jlopeta B MOMEHTA, MO yBepeTe €, ue Baliuar nekap e yee10MeH 3a TOBa.
Toit/Ta we pewu aanu TpadBa Aa NPOABNKHTE 1a NPHEMaTE TOBA JIEKApPCTBO.

Jdena H IOROIKIH

Tosa nexapeTBo He TpabBa aa ce AaBa Ha Aeua noa |-roayiuHa Bb3pacT.

Ynorpeba npu aeua ¢ auxarenHu npobaemu:

Tpamanon He ce npenopbYBa NPH JeUa € AUXATENAHH NPOOIEMH, Tbi KATO CHMIITOMHTE HA
TOKCHUHOCT Ha TPamaaon MoraT Aa Ce BIOLUAT fpH TE3W Aeua.

['osopete ¢ Baiuus nekap, ako NOMy4HTE HAKOH OT CNEAHHUTE CHMNTOMHM, A0KaTO npHemare [lopera:
[TpexomepHa yMopa, 3aryba Ha aneTuT, CHJIHA KopeMHa 00J1Ka, raaeHe, MOBPbILAHE HITH HHCKO
KPbBHO HandaraHe. ToBa MOXe Aa O3Ha4yapa, 4e uMare HaadbOpeUHa HEAOCTATHLHYHOCT (HUCKH HHBA Ha
KOpPTU301). AKO HMAaTe TE3W CUMIITOMMU, CBbPXeETe ce ¢ Balius nekap, KOHTO e pelly Aany TpsOsa 1a
npueMate 100aBKa ChABbPIKALLA XOPMOH.

Apyra Jexkapersa n Jlopera
Mons, HHdopmupaiite Bamus nekap wiu ¢gapmaueBT, ako NPHEMATE, HACKOPO CTE NPHEMANH HIIH €

Bb3MOXKHO Aa NpHeMaTe APYyrH NeKapCcTsa.

Baxxno: Topa JiekapcTBO CHABLPHKA NaApaueTaMO.] H TpamMazot. YBeaomere Bamua
NPHEMATE HAKAKBO APYro JIEKAPCTBO, ChAbLPARAIN0 NAPALETAMOJ HJIH TPAM
NpeBHMIHTE MAKCHMAJIHATA {HEBHA 1034,

Bue ne Tpatea ga npuemara JlopeTa 3a€IHO ¢ MHXHOMTOPH HA MOHOAMHHOOK
HHXHOUTOPK™) (BX TOuKa ,,He npuemaiite jopera™).




Hopema ne ce npenopvuea 3a npuemane coc¢ cleoHume:

kapbaMazenuH (NeKapcTBO, KOETO OOMKHOBEHO €€ W3IMOS3BA CE 32 NEYEHHUE HA ENHNENCHA UITH
HAKOH BHA0OBe 00/1IKa KaTO CHITHK NPUCTBINHU HA Oonka B 00nacTTa HA TMLETO, U3BECTHO KATO
TPUreMMHHaTHa HeBpaiIrus),

oynperHopdun, HanbyduH U neHTazounH (onuaTHi obezbonasaun). Obe3zdbonapaluaT edekT
MOXKe aa Obae HaManeH.

Morns, nidopmupatite Bawus nekap v ¢papMauesT, ako npHeMare:

bnyKnokcauuauH (AHTHOMOTHK) NMOpaaH CEPHO3EH PHCK OT AHOMATMH B KPbBTa U TEHHOCTUTE
(HapeueHH MeTabonuTHa aLKMa03a), KOUTO TpAOBa na 6bAAT NOANOKEHH HA CMELUHO JIeHEHHE
(B¢, TO4Ka 2).

Puckem om Hacmoneane Ha Hedcelanu peakyuu ce yeeauuaea, ake Bue npuemame:

TPUNTAHH (32 JICUEHUE HA MHUTPEHA) WM CEIEKTHBHH UHXHOUTOPH Ha 0OpaTHOTO 3aXBallaHe Ha
cepoToHuH ,,SSRI“( 3a neveHue Ha aenpecus). Ako usnuteate obbpkanocT, HeanokocTBO,
TEMMepaTypa, NoTeHe, HeKOOPAUHHPAHH ABHKECHHA HA KPAaHHUALIMTE WIH OYHTE, HEBOTHO
CBUBAHE HA MYCKYAUTe WU Juapud, Bue Tpabsa na ce obaaure Ha Baiuusa nexap.

Apyru obezbonssaliyn KaTo MOpGHH U KOAEHH (CHILUO K KaTO JIeKapCcTBa MPOTHB Kauuivua),
GaknodeH (MyCKyNeH peflakCaHT), JIeKapCcTBa 3a MOHWKABAHE HA KPbBHOTO HAArAHE WU
J€eKapcTBa 3a JeueHue Ha aeprun. Moxe aa noyyBCTBaTe CHHAUBOCT MM cnabocT. AKO TOBa
ce C/Iy4H, roBopete ¢ Batuus nekap.

EatHoepemenHaTa ynotpeba Ha JopeTa ¥ ceaaTMBHHM jleKapcTBa KaTe HeH30aua3enuen Win
CPOAHU NeKapcTBa NMNOBUILABA PUCKA OT CHHIMBOCT, 3aTPYAHEHUS B AMUIAHETO (pecnHpaTopHa
AenpecHa), kKoMa U Moxe a Obae xuBoTO3acTpaiuasaa. [lopaagy Topa eAHOBpeMEHHATA
ynorpeba Tpabsa Aa ce HMa NpeaABHA CaMO KOraTo He Ca Bb3MOXKHH ApPYrH Bb3MOXKHOCTH 38
neyexue. Ako o6aue BawusT nexap npeanucsa Jlopera 3aeaHO ChC CENATHBHH JIEKAPCTBA,
J103aTa W NPOABLKUTEIHOCTTA Ha ChTbTCTBALLOTO JleyeHHe TpaOBa aa Obaar orpaHHYEHH OT
Bawiua nekap. Mo, nudopmupaiite Bauins nekap 3a BCHUKH ceIaTHBHH JIEKGPCTBA, KOHUTO
npHeMare, W ClielBaiTe BHUMATEHO nperopbkute Ha Bawnsa nexap. by 6uno nonesqo aa
HHOpMUpATE NPUATENU WK POAHWHH, 32 Aa 3HAETE 3a NPU3HALXUTE H CHMIITOMMTE, NOCOYEHH
no-rope. CebpxkeTe ce ¢ Bawus nekap, KOrato noay4ure TakKMBa CHMITTOMH.

JIEKApPCTBa, KOWTQ MOFAT J1a NPHYHHAT KOHBYJICHH (MbPUOBE), KATO HANPHMEP HAKOH
AHTHAETIPECAHTH WM AHTUNCUXOTHLUK. PUCKBT OT NosBa Ha NpHNaabUM CE YBEIHYABA, ako
npuemare Jlopeta no cbuioto Bpeme. BawunaT nekap we Bu kaxe nanuw Jlopera € noaxoaswa 3a
Bac.

HAKOM aHTHaenpecaHTy. JlopeTa MOXKe 1a B3aMMOIEHCTBA C T€3U JIeKapeTaa H npy Bac Moxe aa
Ce MPOABH CEPOTOHMHOB CHHIPOM (BHKTE TO4KA 4 ,,BL3MOXKHU HeKeNnaHK peakuru™).
BapdapyH MU PEHOMPOKYMOH (3a paszpexaaHe Ha KpbBTa). EQEKTHBHOCTTA Ha TE3M JIEKapCTRa
MoKe Ja Obae NpoMeHeHa 1 1a ¢e NOABY KbpBeHe. BCAKO NpoabKUTENHO HIIW HEOUYAKBAHO
kbpBeHe Tpadea HezabasHo ga 6vae cvobiueHo Ha Bawumns nexap.

rabaneHTUH WAK NperabaiyH 3a TeUeHUEe Ha ENUIENCHA WK Donka, Abikalla ce Ha npobiemMu
¢ HepB (HesponaTHa Honka).

Edexmuenocmma na Jopema moxce 0a 6v0e nosIuRHA, AKo npuemame Coilo:

Baiuusar JEKap e Bu xaxe kowu AE€KAPCTBA MOXKE [Ja MNpHCMATC C }J,ope'ra.

Jdopeta ¢ XpaHa H AJIK0X0J1
Hopera Moxke aa noseae A0 CbHIANWBOCT. AJIKOXONBT MOXeE Aa Bu Hakapa na ce
CHLHJIMBH, MOPAJH TOBA € Haik-no0pe 1a He MUETE ANKOXOoA AOKATO npueMare Mo

METORNONpaMHui, AOMIICPHIACH HITH OHJACCHTPOH (J'[EKEPCTBH 34 JIEYEHHUE HA IN'aCHC H

MOBpPbLIAHE),
XONECTUPAMHMH (JIEKapCTBO 33 HaMaNABaHEe HA XOJIECTEpPOJ1a B KPbBTA).




BpeMeHHOCT, KbpMeHe H PEePTHAHTET
AKo cTe OpeMeHHa WM KbpMHUTE, CMATATE, Ye MOXe [a cTe OpeMeHHa WK raHupare OpeMEeHHOCT,
nochBETBANTE ce ¢ Baluug nekap wau dapmauest npead NpueMa Ha TOBa JieKapcTBo.

Trit karo dopeTa coabpxa Tpamaao., Bue ne TpaGBa 1a npuemare TOBA J1eKapCTBO N0 BpeMe
Ha DpeMeHHOCT HJIH KbpMeHe, AKo 3afpeMeHeeTe Mo Bpeme Ha Jiedenne ¢ Jopera, Moas
KOHCYJATHpalTe ce ¢ Bamus fexap, npead Ja npoaAbL/DKHTE NpHeMa HA Tad1eTkH.

Kvpmene

Tpamanon ce otaens B kbpmara. [lopaawn Ta3u npuunHa, He Tpabsa na npuemare lopera noseue or
€IMH LT N0 BPEME HA KbPMEHE, MJIH aKo Ce CHHTa 3a abCoMIOTHO HEODX0AMMO Ja npHemare
mHorokpatHo opera, Tpabsa na cnpere KbpMEHETO.

Depmuiumem

OnuTtbT OT ynoTpebara npu xopa npeanosara, 4e Tpamanos He oka3pa €ekT BbpXy MBKKHA U
*MeHCKHA hepTnnTeT. HaMa AaHHM 3a BNHAHHETO HA KOMOMHALMATA OT TpaMaLoa U NapaLeTamor
BbPXY (PEPTHAHTETA.

[MonuTaiiTe Baiuuns nekap nwim gapMauesT 3a CbBET NpeaH Aa NPHEMETE KOETO M Aa € JIEKapCTBO.

Hlodupane B pabora ¢ MALIHHH
Hopera Moxe na By kapa na ce yyBCcTBaTe ChHAMBH H TOBa MOX€E Aa NOBJAUAE Ha cnocodHocTTa Bu na
wodurpaTe unu ga paboture 6€30NaCHO ¢ HHCTPYMEHTH H MALLIKHHU,

Hopera chbabpxa HATPHIH
Tosa nekapcTeo chabpka no-mMaiko oT | mmol Hatpuii (23 mg) Ha dunmupana Tabnertka, T.€. MOXe
[a CE KaKe, 4€ NPaKTHUYECKH HE ChAbPIKa HATPHHA.

3. Kaxk n1a npuemare [Jdopera

Buuarn npuemaiite Jopera TouHO kakTo By e kazan BawuwaT nekap. AKO HE CTE€ CHI'ypHH B HELO,
nonutaiite Baiuus nekap wnu papmauesr.

[Ipenu 3anouBaHe HA JIEYSHHUETO H PEAOBHO NO BpeMe Ha jeveHHeTo Bawnar nekap we obcbxkaa ¢
Bac kakBo MOXe Ja ouakBaTe OT ynotpedara Ha [opeTta, kora 1 KONKo gwiro Tpadsa Aa A Npyemare,
Kora a ce ceBbpxkeTe ¢ Bauina nekap 1 kora tpsadsa aa s cnpere (BHKTe ChIUO TOUYKA 2).

Tpatea na npuemare Jlopera 3a Bb3MOXHO Hail-KpaThK MEPHOA OT BpEME.
He ce npenopbusa ynotpeba npy acua noa 12-roavMiHa sbu3pacT.

Josuposkarta TpabBa aa Obae onpeneneHa cNpAMO HHTEH3WBHOCTTA Ha Bawara 6oaka 1 Bawara
HHIHBHUAYATHA NOHOCHMOCT KbM Oonka. [1o npuHuun Tpabsa na ce npuema Hail-HHCKaTa

obJexuaBaiua donkara 103a.

[penopburTEnHaTa HaYalHa 1033, OCBEH aKO He € mpeanucaHo apyro ot Bawusa nekap, € 1 Tabnerka
fIpY Bb3PACTHH W KOHOLIHW HAaA 12 rognHu.

He npuemaiite noseue ot 4 Tabnerku [lopera QHEBHO.
He npuemaiite Jlopera no-uecto, oTkonkoto Bawuuar sexap Bu e npeanucan.

ITanuenTH B crapuecka Bb3ipacTt




[pu naunenTn B cTapuecka (Haa 75 roanMHU) EKCKpeUUATa Ha TpaMaaon Moxe aa Obae 3abaseHa. Axo
TOBa ce OTHacH 3a Bac, Bawuar nekap Moxe fa npenopbya yab1KaBaHE Ha BPEMETO MEXAY
OTAETHUTE AO3H.

Texkko uepHoapodHo HIH OBOPeuno yBpexaane (HEAOCTATLYHOCT)/MANHEHTH HA ARAJTH3A
[MaureHTH ¢ TexKa uepHoapoOHaA u/vnK 6bOpeuHa HeaocTaTbYHOCT He TpAbBa na npuemar Jopera.
Ako BbB Baiina cnyuail yBpexxaaHeTo € aeko a0 ymepeHo, Bawuart nexap moxe aa Bu npenoprua
YAbKaBaHE HA BPEMETO MEXCAY OTAETHHTE [03HM.

HauuH HA NPHIOKEHHE

TabneTkHTe ¢a 32 NEPOPaATHO NPHIOKEHHUE,

TabnerknTe TPAOBa Aa CE MPErAbLIAT LUEIH C AOCTATb4YHO KOJHYECTBO TEYHOCT. TabneTkure morar Aa
¢e pa3AeNiAT Ha ABe pPaBHU A03H. Bunpeku ToBa obaue, Te He TPAOBaA Aa ce YyNAT WIH AbBYAT.

Ako cmaTaTe, ye edekTbT Ha JlopeTa € npekaneHo CwieH (Hanp. BOAY 10 CHIHA CbHAHWBOCT WIH
3aTPYAHEHO JHLIaHe) Wik npekaneHo cnab (Hanp. Bamara Gonka He e aocTaTbuHO obnekueHa),
norspcere Bawua nexap.

AKo0 cTe NpHe/IH NoBeYe oT HeoGxoaumaTta ao3a Jopera
B TakbB cayuaii, Mons cBbpKeTe ce ¢ Baliuns nekap unu gapmauesT He3abaBHO 10pH aKo ce
yyscTearte a00pe. UMa puck yBpexxaaHe Ha 4epHUsa apob, KoeTo Moke 1a ce NPOABH MO-KbCHO.

Axo nponycHete 1a B3emere [Jopera

AKo 3a0paBuTe 1a npuemere TabaeTkuTe, € BepoATHO 0oNKaTa 1a ¢e nosBd oTHOBO. He B3eMaiite
ABOHHA 1034, 3a 14 KOMMEHCHpATe MPONycHATaTa HHAMBUIYAIHA 1034, a BMECTO TOBA NPOCTO
NpoAb/LKETE Aa NpHeMaTe TabieTkuTe KakTo obuuaiHo.

AKko cTe cupesd npuema Ha lopera

He tpabea na cnupaTte BHE3aMHO NPHEMA Ha TOBA JIEKAPCTBO, OCBEH ako BaiwunaT nexap He Bu e kasan
[ia ro HanpaBHTe. AKO KCKAaTe Ja CNpETe NpHEMa Ha JIeKapCcTBOTO, MbpBO 00cbaeTe TOBa ¢ Bawua
nekap, ocobeHO ako CTe ro npuemany AbLaro speMe. BawumaTt nekap we By nocseeTBa Kora u
KaKk Aa crnpere npHeMa, KOETO MOXE Aa CTaHe upe3 MOCTEeNeHHO HaMalsaBaHEe Ha 403aTa, 3a Ja Ce
HaMa/jli BEPOATHOCTTA 3@ HEHY>KHO pa3sBHTHE Ha HEXKENAHU peakuMu (CUMIITOMH Ha OTHEMAHE).

AKO MMAaTE HAKAKBH NOMbAHKUTETHHU BLAPOCH OTHOCHO yroTpebara Ha TO3H MPOAYKT, NONHUTANTE
Bawns nekap unu gpapmauesT.

4. BL3MoOXHE HeXeJAaHA peaKliHU

KakTo BCU4KH Ji€KapcTBa, TOBa NCKaApCTBO MOXKE Ad NPCAU3IBHKa HEXKENAHH PCAKUHH, BBITPCKH HC HC
BCCKH I'H InoJiyHapa.

Muozo uecmu (nporeéscauqu ce npu nogeue om I na 10 arexyeanu nayuenmu):
- ra.ﬂ.eHe;
- 3aMaAHOCT, CbHJIUBOCT.

Yecmu (nposensawiu ce npu 0o 1 na 10 rexyeanu nayuenmu):

- oBpbliaHe, MpodNeMU ¢ XpaHOCMUNAHETO (3arnek, razose (¢pnaryneHuma), nHapHs
CTOMAXa, CYyX0Ta B yCTaTa, Chpbex, NOBULLEHO H3NOTABAaHE (XUNIepXHapo3a),

- rnaBobonme, Tpenepene,

- 00bPKBAHE, HAPYLLIEHHA HA CbHA, MPOMEHH B HACTPOCHHETO (TPEBOXKHOCT, HE
NPUNOBAWIHATO HACTPOSHHUE NPE3 LANOTO BPEME).

Heuecmu (nposeaeawqu ce npu 0o I na 100 rekysanu nayuenmiiy):




- YCKOPEH IMYJIC KK BUCOKO KPBBHO HAIATAHE, HADYLIEHHA Ha CbpJEYHAaTa YECTOTA MK HA
CbpAEYHHA PHTHM,

- MpaByUKaHe, H3TPbIIBAHE WK HEOOMYAHHO H3TPBNBAHE (,,MIHYKH™) B KPAHHULIMTE, LUYM B
YLIHUTE, HECH3HATENHH MYCKYJIHH NOTPBIIBAHUA,

- AenpecHs, KOLIMapH, XallouHHaUUM (YyBaHe, BHXKIAHE HIH YCEWAaHEe Ha HELla, KOUTO He
CbLUIECTBYBAT), 3aryba Ha namerra,

- 3aTPYAHEHO HUILIAHE,

- 3aTPYAHEHO MPENTLIUAHE, KPBB B U3NPAXKHEHHUATA,

- KOXHH peakuMH {KONpHBHA Tpecka, o0puB),

- MOBULIEHH YEPHOAPOOHH EH3IUMM,

- HanuuKe Ha 6enTbK B ypHHATA, TPYAHOCT WIH O0/Ka NpH OTAENAHE Ha YPHHa,

- TpenepeHe, ropeln BuiaHM, D0JKa B rbpauTe.

Peoxu (nposeneauiu ce npu 0o npu 6o 1 om I 000 rexysanu nayuenmu):

- NPUNagLUX, TPYAHOCT NPH H3MTBJIHEHHE HA KOOPAHWHMPaHU ABWKEHHUA, BpEMEHHa 3aryba Ha
Cb3HaHHWE (CHHKOM),

- NeKapCTBEHa 3aBHCHMOCT,

- AENUPHUYM,

- 3aMblIEHO 3pEHHE, CTECHEHH 3€HULIM (MHO3a),

- HApYLUEHUS B FOBOpA,

- CHJIHO paslIHMpPEHH 3eHHUH (MUapUasa).

Mnozo peoxu nexcenariu peaxyuu (nporefsawiu ce npu 0o 1 om 10 000 nayuenmu):
- NeKapcTBeHa 310ynoTpeda.

Hexcenanu peakyuu ¢ Heuszsecmna yecmoma (vecmomama ne modxyce 0a 6v0e ycmanoeena om
HaluuEme OQHIU):
- MOHWKABAHE HA HUBATa Ha KPbBHA 3aXap (XMNOrIHKEMHA).

OnucaHu ca CeaHUTE HEXENaHH peaKkLIMM, KOMTO ¢a NOKNaABaHH OT XOpa, H3NMO/I3BalUM JIEKapCcTBa,
KOUTO ChABPXAT CaMO TPaMaao/l MK caMo MapaueTaMoll. Bbnpeku Toea, ako U3NMHTATE HAKOH OT
Te3U HEXKEJIaHM peakuuH, Aokato npuemare lopera, Tpadea na yseaomure Baluus nexap:

- YyBCTBO HA 3aMasaHOCT NpPH U3NPaBAHE OT JIETHANO WIH CEIHANO NOJIOKEHKE, 3abaBaHe Ha
CbPAEYHHS PHTBM, NPUMATbLH, MPOMEHH B aNIETUTA, MYCKYJIHA c1abocT, 3a6aBeHO WK
NOBLPXHOCTHOAMLLAHE, TPOMEHH B HACTPOEHHETO, MPOMEHH B AKTHBHOCTTA, IIPOMEHH BbB
Bb3MPHATHATA, BIOLLIABAHE HA CHbCTOAHHUETO HA ACTMa,

- NpUEeMBT HA MAPaLETAMOJI CAMOCTOATENHO HIH €AHOBPEMEHHO ¢ aHTUOHOTHKA
by KJIOKCaLMIHH MOXKE A NpeAH3BHKA AHOMAJTUA HAa KPBbBTa H TEYHOCTHTE {MeTabONHTHA
aLuMa03a ¢ ronsiMa aHMOHHA NMpasHUHA), KOATO C€ NOABABA, KOTATO HMA NOBULUABAHE HA
MNJIa3MEHaTa KHCENMMHHOCT,

- aKko w3nonaseare Jlopera 3aeaHO ¢ NeKapcTBa, KOWTO C€ H3MOJ3BAT 38 pa3pexKlaHe Ha KPbBTa
(Hanp. GpeHnpOKYMOH, BapgapiH) MOXkKe A3 C€ MOBHIIH PHCKBT OT KbpBeHE. BCAko
NPOABJKUTENTHO WM HEOYAKBAHO KbpBeHe TpAOBa HelabasHO na ce cboOLUM Ha Bawing aekap,

- B HAKOH pelKM cny4yad KoxeH OOpHB, MOKa3Balll AIEPruydHa peakuus, MOXKe 1a ce pa3Bue ¢
BHE3aNeH OTOK Ha JIMLUETO ¥ WHATA, 3aTPYAHEHO AMLIAHE WK CNajaHe HA KPLBHOTO HandraHe
npunaabk. AKo TOBa ce cnyyu ¢ Bac, cnipete neueHuero u norbpceTe HezabapHo nexap. He
TpAOBa Aa NpHeMAaTe IEKapCTBOTO OTHOBO.

B peaku cayuau ynorpeGara Ha 1ekapcTBO OT THNA HAa TpaMaaon Moxe aa By Hakapa na cranerg
3aBHCHMH OT HEro, KOETO [a 3aTPYAHH CIIHPAHETO MY.

B peaku ciayuau, xopaTa npHemMaiyu TpamMano. 3a M3BECTHO BpeMe, MOTaT 1a CE NoYyE
Hepa3NONIOKEHH aKo CripaT npHemMa My BHe3anHo. Moxe na ce rnouyecTsar npess3d
HEPBHH MK HeCHUrypHd. Morar na 6baaT xunepakTuBHH, Aa HMAT TPYIHOCTH NPH X
MMaT CTOMALLHO HJIH YPEBHO HEpaznonoxeHue. MHOro Majiko xopa cbLIO Taka OHXi M '+ S
W3MUTAT NPUCTHN HA NAHUKA, XATKOUWHALUMH, HeoOH4YaHHM ycellaHHA KaTo cbpbexk, ‘Q{p@yqﬁaue, oS




U3TPBNBAHE H LWYM B YIIUTE (THHUTYC). AKO H3MUTATE HAKOH OT TE€3H CHMNTOMH ClE] CITUPAHE HA
Hopera, Mona yseaomere Bawuns nexap HezabasHo.
C HeH3BECTHA YECTOTA: XbJIUAHE.

CepOTOHHHOB CHHAPOM, KOUTO MOXE A1a CE MPOABH KaTO MPOMEHH B [ICHXHUYHKUA CTATyC (Harp.
Bb30yaa, XxanounHaunu, KomMa), H ApyrH peakuuH, Kato NOBHLLCHA TeMIIepaTypa, YCKOPEH MyJic,
HeCTaOHAHO KPBBHO HAa/AraHe, HEBOJIHO NOTPENBaHEe, MYCKYJIHA CKOBAHOCT, HAPYLUIEHUE HA
KOOPAHHALMATA H/HIH CHC CTOMALHO-YPEBHH CHMITTOMM (HAIp. rajieHe, NOBpbLUAHE, IHAPHA) (BHXKTE
Touka 2 ,, Kakso Tpsbea na 3#aete, npeaum na npuemere Jopera™).

B M3KIIOYMTEAHH CyHan KPBbBHUTE TECTOBE MOTAT a pa3KpUAT ONpeJeeHH OTKIOHEHHUSA OT
HOPMaTa, KaToO Hanpumep, HUCHK Opoit Ha TpPOMOOLUTHTE B KPBBTE, KOETO MOXeE Aa AOBeAE A0
KbPBEHE OT HOCA WJIM BEHUMTE.

MHOro peaku cay4an Ha CEpUO3HH KOXKHU peakliiM ca ZOK/IaJABAHU C MapaLeTamoll.

Penku ciyuyad Ha peCnUpaTopHa ACNPecHs Ca AOKNAABAHH C TPaAMaaOJt.

C HeH3BecTHA 4ecToTa (OT HAIMYHHUTE JaHHH He MOXeE Aa Obae HanpaBeHa OLEHKA H3 YECTOTaTa):
Cepro3HO CHCTOAHME, MTPH KOETO MOJKE 1a HMA HATPYNBAHE Ha KMCENKHA B KPpbBTa (Hape4eHo
MeTaboMTHA ALHA03a) NPH MALMEHTH ¢ TEXKO 3adonasaHe, KOUTO U3NON3BAT NapaLeTaMon (BHIKTE
TOYKa 2)

C1o0UIaBaHE HA HEMENAHN PEAKLINH

AKO NOMYYHTE HAKAKBH HEXKENAHU NIEKAPCTBEHH peakunH, yeeaomeTe Bawtnsa nekap unun ¢papmauesT.
Tosa BkAOUBA BCHUKH BBL3MOXHHU, HEONMUCAHH B Ta3H JIMCTOBKA HEXENaHW peakunn. Moxere culio aa
CHOOLLMTE HEeXENAHW peaKUWH AHPEKTHO Ype3 HALlMOHATHATa CUCTEMa 3a CbolilaBaHe:
HanwnHuTenHa areHuus no nekapereara

ya. ,.Jdamau Ipyes” Ne 8

1303 Cogus

Ten.: +359 2 890 3417

yeOcaiT: www.bda.bg

Karto crofaBare HexenaHd peakLiHy, MOKETE Aa AaAeTe CBOSA MPHHOC 3a NOAYyYaBaHE Ha NoBeye
nHdopMalMa OTHOCHO 6€30MacHOCTTa HAa TOBA JIEKAPCTBO.

S. Kax na chxpanssarte lopera

CoxpaHsaBaiTe HA MACTO, HEAOCTBIHO 3a Aeua.

CobxpaHABaHTe TOBA JIEKApCTBO Ha 0€30MacHO U CHUIYPHO MACTO 3a ChbXPAHEHME, HEAOCTBITHO 33 APYTH
xopa. To MOke Ja MPUHMHU CepUHO3HO YBpPEXKAAaHE U Ja € ¢ daTalHHU NOoc/eJULM 3a XOpa, Ha KOUTO He

€ NPEeANHCAHO.

He w3nonseaiite Jlopera cnea cpoka Ha rOAHOCT, OTOENA32H BLPXY KAPTOHEHATA KyTHA U ONUCTEpHTE.
CpoKbT Ha rOAHOCT OTrOBapA Ha NOCNEAHUSA J€H OT NOCOUEHHA MeceLl.

To3u JIEKAPCTBCH MpOAYKT HC H3HCKBA HAKAKBH CNCLHAJIHH YCIIOBUA HA CbXpPaHCHUC.

He u3xBLpnakTe KAKBUTO U [1a € JIEKAPCTBA B KAHAMH3IALMATA WK B KOHTEHHepa 3a JOMALHHA no\
ornaabuM. [lonuralite Batuna papmauesT kak 1a U3XBBPIIMTE JieKapcTBaTa, KOUTO B q@%w ' |




Kakso cbabpxka [lopera

- AKTUBHHTE BELLECTBA Ca TPaAMaJ0/I0B XHAPOXJIOPHUA K napaueramosn. Beska ¢puamupana
TabsIeTKa ChbAbpKa 75 mg Tpama/10/10B XHAPOXJIOPH/L, eKBUBAJIEHTEH Ha 65,88 mg Tpamanon, u

650 mg napaueramoul.
- IlpyrHTe CbCTABKH Ca:

- Hopo na maoremxama: npexelaTHHU3IKPAHO LLAPEBUYHO HULLIECTE, HATPHEB HUILLIECTEH
ravkoaar (Tun A), MUKpoKpucTanHa uenynosa (E460) u marvesues creapar (E470b).
- Quamoeo nokpumue. xunpomenosa (E464), makporoa 400, noaucopodar 80, TuraHoB
anokeua (E171), wbar xenesen okcua (E172) n uepsen xkeneszen okeua (E172).

Bwxre Touka 2 . JlopeTa cbhabpika HaTpUiA™.

Kak u3riexaa Jlopera H KAKBO ChAbPKA ONAKOBKATA
Gunamupanute TabneTku ca 0J1€10 OpaHKEBH, OBAJIHU, ABOHHOU3MbKHAIM, C LUMPOKA AE/IMTE/HA

yepTa OT ABETe CTpaHH, pazmepu: 20 mm. x 8§ mm.

TaGnerkara Moxke na Obae pa3aesieHa Ha 1B€ paBHHU NOJIOBUHH.

[Tpennarar ce kytuu ¢ 10, 20, 30, 40, 50, 60, 70, 80, 90 u 100 dpuamupanu Tabnerku (PVC/PVDC
05110 HOAKO, anyMHHHEBO GosiHO OanucTepu ¢ 10 TabneTkn).
[Tpennarar ce kytuu ¢ 10, 20, 30, 40, 50, 60, 70, 80, 90 n 100 dpuamupanu Tabaerku (PVC/PVDC
Oss10 posnmo, xapTus/anyMuHueBo (oMo 3aluTeHH oT aeua dauctepu ¢ 10 Tadnerkm).

He BCHYKH BH10BE ONAaKOBKH Morar ja Obaar MYCHATH Ha Na3sapa.

[IpuTexkaTes HA paspelIeHHETO 32 ynorpeda

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CroeHus

[IpousBoauTen

KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CroseHus
TAD Pharma GmbH, Heinz-Lohmann-StraBe S, 27472 Cuxhaven, ['epmanus

ToBa snekapcTBO € pa3peumieHo 3a ynorpeda B 1bpkaBHTe — WIeHKH HA EBponeHckoTo

HKOHOMHYECKO NMPOCTPAHCTBO NOA CJNE€AHHTE HMEHA:

AbpKaBH-YJIEHKH

Ume HA J1eKapCTBEHHA NPOAYKT

bbarapus

Jlopera

Ectonus, Jlutea, JlarBus, Yewka peny0Oiuka,
Yurapus, [loawa, PymbHua, Cnosenus, CriioBakus

Doreta

ABCTpHS Tramadol/Paracetamol Krka
HMcnanus Tramadol/paracetamol Krka
['epmaHus Tramabian

JlaTa HA MOCJIeAHO 0100peHHe HA JIHCTOBKATA

20 Mai 2025

[ToapobHa nHpopmaums 3a TOBa JIEKAPCTBO € NMpeocTaBeHa Ha yedcaiira Ha M3nbaHuTenHa AreHums

no Jlekapcteara (MAJI) http://www.bda.bg.




