JIHCTOBKA



JIncroBka: uHpopmauus 3a naUHEeHTA

Jlopera 37,5 mg/325 mg ¢uamupann Tad1eTKH
Tpamaz0/i0B XHAPOXJIOpHI/NapaLeTamo.l

Doreta 37.5 mg/325 mg film-coated tablets
tramadol hydrochloride/paracetamol

[IpoyeTeTe BHUMATE/IHO USJIATA JIHCTOBKA, MPE/1H /1A 3aM04YHETE 1A NpHeMaTe TOBA JIEKapPCTBO,

Thil KATO TA CbAbPKa BakHa 3a Bac undopmanus.

- 3arnasere Ta3u JIMCTOBKA. MOXe aa ce HaJ10KU Aa A MPOUYETETE OTHOBO.

- AKO UMaTe HIKAaKBH JOMbJIHUTETHH BbNPOCH, NonuraiTe Bawus nekap unu dpapmauesrT.

- Tosa nekapcTBO € npeanucaHo JM4uHo Ha Bac. He ro npeorcrbneaiite Ha apyru xopa. To moxke
71a UM HaBpEH, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CUMITOMHU Ca ChLUMTE KakTo Baluure.

- AKO NOJIy4YHUTe HAKAKBU HEXKENAHU JIEKAPCTBEHHW peaKkLUM1H, yBe1oMeTe Bauius nekap,
dbapmaLeBT WU MeAMLMHCKA cecTpa. ToBa BK/IHOYBA U BCHYKH Bb3MOXKHH HEXKE/IAHU PEAKLIUM,
HEOMUCAHHW B Ta3u JUCTOBKA. BrxTe Touka 4.

KakBo cbIbpiKa Ta3H JHCTOBKA: R N e i)
Kakso npeacraBassa Jlopera u 3a KakBo ce M3NOASEA "

KakBo TpsOBa 1a 3HaeTe, NpeIu 1a NpUEMETE I[opem | .p/s-r/ LU '7l7/

Kak na npuemare [lopera i |

Bb3MOKHH HEXENaHH peakLuu 4 6«5,5 s, 1 7_ [\ﬁ 2025

Kak na cexpansare JJopera '- .

Chbabp’kaHHe HAa ONAaKOBKaTa W JIOMbJIHUTENIHA HH(lJOpM&LI,HH

N B W -

1. KaxkBo npeacrasiasaBa /lopera H 3a KAKBO ce H3M0/13Ba

JlopeTa e koMOMHALMA OT ABa aHAJreTHKA - TPaMaz0Jl ¥ NapaLeTamoll, KOMTO ACHCTBAT 3a€1HO, 3a Ja
oOnekuar Baluara Oonka.

JlopeTa € npeHa3HAY€EH 3a JIeYeHUE Ha yMepeHa 10 CHiIHa 00J1Ka, korato BawumsT nekap npeueHH, ye
ce Hy»a1aeTe OT KOMOMHMPAHETO Ha TpaMaaoJl M rnapaueTamoll.

JlopeTa TpsiOBa aa ce npuemMa camo OT Bb3PacTHH M FOHOLUM Haj 12 roauMHH.

& KakBo TpsiOBa 1a 3HaeTe, npean Aa npuemerte /lopera

He npuemaiite /lopera, ako

- CTe anepruuHu (CBpbX4YBCTBUTEIHU) KbM TPAMal0J10B XHAPOXJIOPH/, MapaLeTamosl HiH KbM
HAKOS OT JIPYryTe ChCTABKMU HA TOBA JIEKAPCTBO (M30pOEHH B TOUKA 6),

- CTE C OCTPO OTpaBsHe ¢ aJKOXOJ1, Xanyera 3a CbH, 00€30014BalUM WIH APYTH NCHXOTPOIHH
JieKapcTBa (J1€eKapcTBa, KOUTO BIMAAT HA HACTPOEHHUETO U EMOLIMHTE)

- CbLIO TakKa, ako npuemare MAO-UHXUOUTOPH (HAKOM OT JIeKapcTBaTa, U3MoJi3BaHH 3a JIeHEHHE
Ha aernpecus uau donect Ha [lapkuHCOH) UK cTe v NpyueManu npes nocaeaHure 14 qHy npeau
npuemMa Ha /lopera,

- CTpajare OT TeXKO YepHOAPOOHO HapYLLUEHHE,

- MMaTe eMuJencHs, KOATO HE € J0CTaTbYHO 100pe KOHTPOJIMpaHa ¢ MOMOLITA Ha IgKApCTRATa,
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MOXHATABAHE HA OUHTE U KOXKATa cu. Toea MOXKE Aa C€ IB/DKH HA KBATEHHUA WK NpodneMH ¢
HUTBYHHTE ITbTHLLA,

- umarte 6LO0pevuHn npobsemm,

- HMAaTe CHJTHO 3aTPYAHEHO AMLLUAHE, HANpHMEp acTMa UK benoapodbun npobnemu,

- HMaTe enWiencus UiK CTe UMaTA NPUNaabUH HIH MbPUYOBE,

- CTpajaTe OT JeNnpecHs U MpHeMaTe aHTHACNPECAHTH, Thil KAaTO HAKOH OT TAX MOrarT Aa
B3anMoeicTBatT ¢ Tpamaaon (Buwxre ,,Jpyru nekapcrsa u lopera™),

- HACKOpO CTe CTPasany OT TpaBMa Ha rnasaTa, LIOK MAH rnaBobosive, KOETO € Bb3MOXKHO [1a
Obae WM aa He Obae CbNPOBOAEHO C MOBPLILAHE,

- HMaTe 3aBUCHMOCT KbM HAKAKBH /IEKAPCTBA, BKIIKOUHUTETHO TAKHBA W3MOJ13BaHH 3a 00NEeKYaBaHe
Ha 6o/kaTa, HAaNpUMep MOpPHH,

- npueMare APYrid JIeKapcTea 3a JeueHue Ha 60nKa, KOMTO ChAbpKaT OynpeHopduH, HaNbyuH
WJIH NEHTA30LMH,

- Bu npeactou aHecTesus (ynoika). Yseaomere Bawuus sekap Win cTtoMaTonor, 4e npyeMare

Hopera.

[Mo Bpeme Ha neuenue ¢ Jopera yseaomere HezabasHo Bawina nekap, axo:

UMaTe Texku 3a00naBaHKA, BKIKOHHTENHO TEXKO O1b0peyHO yBpexaaHe WiH CENCHC (Koraro
OaKkTepHUTE M TOKCHHHUTE UM LIUPKYHPAT B KPLBTA, KOETO BOAH A0 YBPEKAAHE HA OPraHUTE), HAH aKo
cTpazarte OT HeOOXpaHBAHE, XPOHWYEH ANKOXOAK3BM HIH aKo npueMarte GuIyKnoKCaUUInH
(anTHONOTHK); CboOluaea ce 3a CEpHO3HO ChCTOAHHE, HapeUYeHO MeTaboIMTHA altnao3a (HapyleHHe
Ha KPbBTa W TENIECHUTE TEYHOCTH), MPH NALMEHTH B CyYauTe, KOraTo NnapaLeTaMor ¢€ NpHeMa ¢
NOCTOAHHH J03H 3a NPOABLIKHUTENEH NEPAOT OT BPEME UIH KOraTo NapaueTaMo,l ¢e NpHemMa 3aelHo ¢
bayknokcauunuH, CUMITTOMMTE Ha MeTabO/IHTHA auna03a MOTAT Aa BKJIIOYBAT: CEPHO3HH
3aTPYAHEHUA NPH AHILAHE C ABJOOKO YUECTEHO AULIAHE, ChHAHBOCT, rafcHe W MOBPBLUAHE.

[IpUBHKBAaHE, 3aBHCHMOCT W NPUCTPACTABaHE

ToBa NekapcTBO ChABLPXa TPaMaaos, KOUTO € ONMHOWAHO JiekapcTBo. MHorokpaTtHara ynorpeba Ha
OMHOAHW MOXKe [a A0Bede N0 HaMangBaHe Ha e(heKTHBHOCTTA HA JIEKAPCTBOTO (MPHBHKBATE KbM HErO,
W3BECTHO KaTo JIEKapCTBEH ToepaHc). MHorokpaTtHaTa ynorpeba Ha Jlopera Moxke CbLIO Ja AOBEAE
N0 3aBHCHMOCT, 310yNnoTpeda H NPUCTPAcTABAHE, KOHTO MOXKE /1a JOBEJAT N0 XKHBOTO3aCTpalllaBalllo
npeno3upaHe. PUCKLT OT Te3H HexenaHH peakUHH MOXKe [1a Ce YBEJHYH TNPH NO-BHCOKA 1032 K NOo-
ronama APOABJIKHTENHOCT Ha ynorpebara.

3aBHCHMOCTTA WK MPHCTPACTABAHETO MOXKE 1a By HakapaT na NO4HYBCTBATE, YE BEUE HE MOXKETE Aa
KOHTPOJSIMPATE KAKBO KOJMYECTBO OT JIEKAPCTBOTO TPAOBaA 1a MpHEMETE MM KOJIKO 4ecTo TpadBa aa ro
npueMare.

PHCKBT OT pa3BHTHE HA 3aBMCHMOCT WIH NPUCTPACTSBAHE € pa3fivyeH NpH pasnHYHHTE XOpa.
B13MOXHO € 12 UMaTe Mo-rofaM pHCK OT Pa3BHTHE Ha 3aBUCMMOCT WM npucTpacTasaHe kbM Jlopera,
aKo:

- Bue v Hakoii or Balueto cemelicTBO HAKOra cTe 310ynoTpebaBany nau cte SWIH 3aBUCHMH
OT AJIKOXO0J, JIEKAPCTBA, OTIMYCKAHH 0O JIEKAPCKO NpeAnHCaHHKe, HIIH HE3aKOHHH BELIECTBA
(,,npucTpacTasaHe")

- CTE IMyluay

- cTe uMaik npobaeMu ¢ HacTpoeHHeTO (Aenpecun, TPEBOKHOCT HAH pa3CTPOHCTBO HA
MHUYHOCTTA) WITH CT€ OKUAK NeKYBaHU OT MICMXUHATBLP 3a APYTM NCHXHU4HU 3abonsBaHud.

Ako 3abenexunTe HAKOH OT ClIeAHUTE NpH3HALM, 10KaTO npHemare [Jopera, ToBa MOXKE Aa € NpU3HaK,

4ye CTE Pa3BWIH 3aBUCHMOCT HJIH CTE NPUCTPACTEHM:

- Hmate Hy>xaa na npuemare NeKapcTBOTO NO-ABbII0, OTKOAKOTO BY € nochBeTs

- HmaTte Hy>x1a ga npHeMare noeeuye OT NPeNnOpbLUHTENHATA 1038

- H3non3Bare iexkapCTBOTO MO NPUUKHHH, PAa3JIHYHH OT TE3H, 3a KOUTO Bu e n
HanpyMep ,.aa c¢ YCNOKOUTE™ WK ,,0a BX nomorue na sacnure™

- [paBuiy cTe MHOrOKPaTHH HEYCMELIHK ONKTH Ja CNPETE MK Aa KOHTPO




TOBA JIEKapCTBO
- KoraTto cnpete aa npuemare 1eKapCTBOTO, HE C€ WyBcTBaTe A00pe M ce YyBCcTRaTe No-a00pe,
KOraTo 3ano4yHere OTHOBO Ja MpHeMare 1eKapcTBOTO (,,eheKTH Ha OTHEMAaHe ™).

Axo 3abenexure HAKOH OT Te3H NpU3HAUM, ToBopeTe ¢ Bawus nekap, 3a na 06¢baure no-gob6sp 3a
Bac HauMH Ha nevyeHHe, BKIKOUYUTENHO KOra € NnOAXOAAL0 Aa CAPETE NPHEMa K KaK 1a rO HanpasHTE
no 6e3onaceH HayWH (BHXTE ToYka 3 ,,AKO cTe crnpenu np1Hema Ha Jlopera™).

JuxarenHy HapylweHHs No BPEME Ha ChHH

Jlopera cbabpXa aKTUBHO BEWECTRO, KOETO MPUHALNEKH KbM rpynaTa Ha ONnHOUAHTE. ONHONUAUTE
MOraT 4a NPUYHHAT CBbP3aHK CHC CHbHA HAPYLUEHUA HAa AHLIAHETO, HANPUMEP LEHTpalHa ChHHA anHed
(MOBBPXHOCTHO AHLLAHE/MAY3a HA AHLUAHETO NO BPEME HA CbH) H CBBP3aHa CbC CbHA XHNOKCEMHSA
(HUCKO HUBO Ha KHCJIOpOA B KPbBTA).

PHCKBT OT UEHTpaIHA CbHHA anHea 3aBUCH OT 103aTa HA ONMHOUINTE. AKO MMATE UEHTpaHa CbHHA
anHes, Bauuar nexkap Moxke na obMHCIY HamMansBaHe Ha obwiaTa 103a ONMHOUA, KOATO NpHEMATE.

CobulecTByBa MaTbK PUCK OT MOABATA HA TAKA HAPEUEHHA CEPOTOHHHOB CHHIPOM, KOUTO MOXE a C€
MOABM CNE MPUMEM Ha TPAMAA0N B KOMOHHALMA € ONPEACICHH aHTUAEMPECAHTH, HIIM CaMO Ha
Tpamazon. He3abaBHo noTbpcere MeAMLMHCKA NOMOLL, aKO HMATe HAKOH OT CUMITTOMHUTE, CBbP3aHH C
TO3W CEPHO3EH CHHAPOM (BHXKTE Touka 4 ,,BB3MOKHH HEKENAHU PEaKLMH™).

Tpamaaon ce TpaHcopMupa B HEPpHUA 2pob vpe3 eH3uMm. [Ipy HAKOH X0pa TO3H €H3HM € MPOMEHEH
M TOBA MOXKE /1a UM MOBAUAE MO pa3iuyHK HauMHH. HAkoW xopa MOoraTt oa He MOMy4YaT A0CTATBYHO
obnekueHne Ha Doakarta, HO NpH APYTH XOpa MMa MOo-rojigMa BEPOATHOCT OT MNOABA HA CEPHO3HH
HeJKeNaHH peakuru. Axo 3abenexuTe HAKOA OT ClIeJHUTE HexXeaHM peakuuu, TpadBa aa cnpere
NpUEeMa Ha N€KapCTBOTO W He3abaBHO 1a MOTBHPCUTE MEAHLIMHCKA NOMOoLL: 6aBHO KM NOBLPXHOCTHO
AHLaHe, 00BPKAHOCT, CbHIKBOCT, CBHBAHE HA 3€HHLIMTE, rajeHe Wid noBpblilaHe, 3arnek, J1Mnca Ha
aneTurT.

AKO HAKOA OT ropen3OpoeHHTe TOYKH Ce € OTHacaNa 3a Bac B MHHANOTO ynK ce oTHaca 3a Bac qokaro
npuemarte Jlopera B MOMEHTa, MOA yBepere ce, 4e Baluar nexap e yBeAoMeH 3a ToBa. Tol/Ta we
pewu aans TpadBa 1a NPOABKHUTE 13 NPHUEMATe TOBA JIEKapCTBO.

Jena B oHOINH

Tosa nekapcTBo He TpabBa na ce naea Ha Aeua noa l-roauiiHa BL3pacT.

Ynorpeba npu Acua ¢ AUXaTeNHH IpoOIeMu:

Tpamaaon He ce npenopb4Ba NpH Actla ¢ TMXATE/THH NPo0/eMH, ThbH KaTO CHMITOMUYTE HA
TOKCHMYHOCT Ha TpaMmazgoJ/ MOrart 4a ce BJIOLIAT NPH Te3M Jeua.

["oBopeTte ¢ Bawums nekap, ako nosyyuTe HAKOH OT CIEAHMTE CUMITOMH, J0KaTo npueMare Jopera:
NpeKoMepHa ymopa, 3aryba Ha aneTuT, culHa KopeMHa 00oka, rajgeHe, NoBpbLIaHe WIN HUCKO KPbBHO
Hanarase. Topa MOXKe 1a 03Ha4aBa, 4e umate HaabbOpeyHa HeaoCTaTLYHOCT (HHCKHA HUBA Ha
KOPTH30J1). AKO MMATe Te€3W CUMIITOMH, CBbpKeTe ce ¢ Bawna nexap, kOHTO e peluu aany Tpsadea za
npuemare n06aBka, CbabLPKALLA XOPMOH.

Apyra aexkapcersa u Joperta
Mons, uHdopmupaiite Bawna nekap unu gapmaLeBT, ako NpUeMare, HaCKOpO CTe [MPUEMANH HIH €
Bb3MOXXHO [1a NpYEMAaTte ApYTrH NeKapCTBa.

Baxno: ToBa nekapcTBo ChAbLPXKA DapaneTaMoJ1 H TpamMaaoJ. Y Beaomere Ba
NpHeMAaTe HAKAKBO APYro JeKAPCTBO, ChABPKAIIO NAPaneTaMo.1 HJIH TpaM
NpeBHIIHTE MAKCHMANHATA JHEBHA 103A.

Bue me Tpadsa ga npueMmara Jopera 3a€IHO ¢ HHXHOUTOPH HA MOHOAMHHOOKC
HHXHOUTOPH™) (BX. TOouka ,,He npuemante lopera™).



Hopema ne ce npenopvuea 3a npuemane cv¢ c1e0HUMe 1eKkapcmsa:

- kapbamazenuH (NMEKapcTBO, KOETO OOMKHOBEHO C€ W3NO/3BA 3a JIEHEHHE HA CNHIIENCHA WU
HAKOH BHAOBE 00JIKa KaTO CUIHW NPUCTBLMH HA Honka B 001acTTa HA NHLETO, H3BECTHO KaToO
TPUreMHHATHA HEBPAITHA,

- 6ynpeHopduH, HanbyduH 1 neHTazounH (onuatHu obesbonasawn). ObesbonasaiuuaT edext
MOXe Ja Obae Hamane.

Mons, undopmupaiite Bawwns nekap Hin ¢papMauesT, aKO NpHeMare:

- dbnyKiokcaunauH (aHTHOHOTHK) NOpanan CEPUO3EH PHCK OT aHOMAJIMHK B KPbBTA H TEYHOCTHUTE
(napeyeHH MeTaboNHTHA aunao3a), KouTo TpAO8a Aa 61LAAT NOMTOKEHH HA CMIELLHO JEUEHHE
(BXK. TOUKa 2).

Pucxkvm om HACKTbNEAHE HA HEXCETARYU PEAKWUY ce yeeruvasa, ako Bue npuemame;

- TPHUNTaHK (M3MON3BAHH 34 IEYEHHE HA MHUTPEHA) WIH CENEKTHBHH HHXHOMTOPH Ha 0OPaTHOTO
zaxBaluaHe Ha cepoToHHH ((SSRI), n3non3sanu 3a neyeHune Ha aenpecua). I'osopete ¢ Bawns
nexap, ako W3nuTeare odObpkaHocT, 6€3nOoKOHCTBO, TEMMEPATypa, MOTEHE, HEKOOPAHHUPAHH
OABVIKEHHA HA KPAMHULMTE WIH OYHTE, HEBOAHO CBUBAHE HA MYCKYJIHTE HAW AHADHA.

- npyru obesbonssaiy Kato MOpGHH 1 KofeHH (ChLIO H KaTO JIEKApCTBa NPOTHB Kauutnua),
baknodeH (MyCKyJIEH penaKkcaHr), €KapcTBa 3a NOHIWKABAHE HA KPbBHOTO HANAraHe HilH
JleKapcTBa 3a JieueHHe Ha anepriuud. Moxe 1a moyyBCTBaTe ChbHIAMBOCT WA cnabocT. Ako ToBa
ce Cnyuu, ropopere ¢ Bawus nexap.

EnHoepeMennata ynotpeba Ha JlopeTa W ceNaTMBHH N€KapcTBa KaTo OEH30AHA3EMHHM HAH
CPO/IHH JIEKapCcTBa NOBULLIABA PUCKA OT CHHIMBOCT, 3aTPYAHEHHS B MIIAHETO (PECNHPaTOpHA
nenpecua), koMa u Mmoxe 1a Obae xkusoTo3acTpaliasawa. [lopaau ToBa eaHoBpeMEHHATA
ynorpeba TpabBa na ce Mma NpeaBUA CAMO KOTaTO HE €a Bb3MOXHH ApYTH Bb3MOMKHOCTH 32
neuyeHve. Ako obaue BawnaTt nexap npeanucea Jlopera 3ae2HO CbC CEAATHBHU JIEKApPCTBA,
[03aTa ¥ NPOAB/KHTENIHOCTTA HA CHITBTCTBAWIOTO NeueHre Tpabsa aa ObaaT orpaHHueH: OT
Baiua nekap. Mons, uHpopmupaiTe Baluuvs nekap 3a BCUUKH CEAaTHBHH 1€KapCTBa, KOUTO
puemare, v CleABaiTe BHHMATENHO NpenopbKUTe Ha Bawuna nexap. bu 6uno nonesHo aa
uHbOopMHpaTe NPUATENHM WIH POJHUHY, 3a A2 3HAETE 33 NPU3HALMTE H CUMIITOMUTE, MOCOHEHH
no-rope. Ceupxere ce ¢ Bawna nexap, Korato nofy4uTe TAKMBA CHMITOMH.

- NeKapcTBa, KOUTO MOFaT 12 MPUYHHAT KOHBYJICHH (FbpUYOBE), KATO HANPHUMEP HAKOH
AHTHIAETIPECAHTH WY AHTHIICHXOTHUH. PUCKBT OT NosABa HA NPUNAAbLM CE YBE/IH4ABA, aKO
npuemarte Jlopeta no ¢bwoTo Bpeme. Bawust nekap we Bu xaxe nanun opeta e noaxoaswa 3a
Bac.

- HAKOM aHTHAENpecanTH. Jlopera MOXe Ja B3aMMOAEHCTBA ¢ Te3Y iekapeTsa M npu Bac moxke na
Ce MPOABH CEPOTOHWHOB CUHAPOM (BWXKTE TOUKA 4 ,,Bb3MOXKHH HEXKENAHH PEaKLMH™).

- papdhapyH UM PeHONPOKYMOH (3a pa3pexaaHe Ha KpbBTa). EQekTuBHOCTTA Ha Te3u NekapcTBa
MOJXKE 1a ObJle NPOMEHEHa M [1a ce NOsABH KbpBeHe. BCAKO MpOABLIKUTENHO HITM HEOMAKBAHO
KbpBeHe TpabBa He3abaBHO na Obae cbhollueHo Ha Bawuina nekap.

- rabareHTHH MAy nperabanuH 3a NedeHye Ha enniencus unyu Gonka, Ab/Kalla ce Ha npodiemMu
¢ Hepe (HeBponaTHa Honka).

Epexmusnocmma na [Jopema modxce oa ovoe nosTuAna, Ko npuemame Coui{o:

- METOKIONIPAMK, AOMIEPHAOH HIH OHAACEHTPOH (/1€KapCTBA 3a IeYeHHEe Ha raaeHe v
NnospbLUAHE),

- XOJECTHPAMHH (1EKapPCTBO 3a HAMAIABAHE HA XOJECTEPONA B KPbBTA).

BawusaT nekap e Bu kaxe koW nekapcTsa MoXKe Aa npuemare ¢ Jlopera.

JopeTa ¢ XpaHa H ANK0X0J1
Jlopera MOXe Aa A0Bene A0 CHHAMBOCT. AJIKOXONBT MOXe aa Bu Hakapa na ce 4
CBH/IMBH, NOPAIX TOBA € Haii-nobpe na He NWeTe anKkoxo/ JOKaTo npuemare Jio



BpeMeHHOCT, KbpMeHe HAH (PePTHIAHTET
AKO cTe OpeMEHHA HITH KbPMHTE, CMATATE, He MOXKE a cTe OpeMeHHa WM 1aHWpaTe OpeMeHHOCT,
nocbBeTBaiiTe ce ¢ Bamus nekap niau gapMauesT Mpean npHeMa Ha TOBa JEKapCcTBo.

Toii kaTo Jopera chabpxka TpaManoia, Bue He TpadBa n1a npHeMaTe TOBA J1€KAPCTBO N0 Bpeme
Ha GpeMEHHOCT HIH KbpMeHe. AKO 3abpemMeHeeTe Mo Bpeme Ha aedeHne ¢ Jlopera, Moas
KOHCYITHPANTE ce ¢ Bamns 1exap, npean Aa NpoAb/HDKHTE NPHEMA HA TA0/IETKH.

Kvpuene

Tpamanon ce otaens B kbpMarta. [Topaau Tazu npuynHa, He Tpabsa xa npuemare Jlopera noseue oT
€1MH NbT 110 BPEME Ha KbPMEHE, WK aKO Ce CYMTA 3a aBCOMIOTHO HEOOXOAMMO Aa NpHEMATE
muorokpaTHo Jlopera, TpabBa Aa cnpere KbpPMEHETO.

Depmunumem

OnuThT oT ynoTpebara npH xopa npeanonara, Y€ Tpamason He 0ka3sa eeKT BbpPXy MbXKHS H
skeHckus GepTiinTeT. HaMa faHHHM 3a BAMAHHETO HAa KOMOKHALIMATA OT TPAaMaaoll v NnapaueTaMon
BLPXY PepTunurera.

[Monuraitre Bawns nexap unu GapMaueBT 3a CbBET NPEAH Aa NPHEMETE KOETO M Aa € JIEKapCTBO.

[Hojgupane n pabora ¢ MAIIHHA
Jopera moxe na Bu kapa na ce uyBcTBaTe CHHIIHBH H TOBA MOXE 1a NORIMAE Ha cnocodbHocTTa By na
wodupate Wi ga pabotHte 6€30nacHO C HHCTPYMEHTH M MALUWHM,

HopeTa cbabpka HATpHH
ToBa NEKaPCTBO ChABPKA NMO-MaATKO OT | mmol HaTpw#i (23 mg) Ha punmupaHa TabneTka, T.€. MOXkKe
Aa ce Kaxe, Y€ NPAKTHYECKH HE ChAbPIKA HATPHH.

3. Kaxk aa npnemare /lopera

BuHaru npuemaiite Jlopera TouHo kakTo Bu € ka3an Baluuat nexap. AKO HE CT€ CHIYPHH B HELLO,
nonuTaite Bawums nekap nnu papmauest.

[Mpeau 3anouBaHe Ha JIGHEHHETO M PEAOBHO NO BpeMe Ha NevueHHeTo Bawnar nekap we obebxaa ¢
Bac kakBO MOXe 13 ovakBare oT ynorpebarta Ha Jlopera, kora H KOIKo AbAro TpadBsa na s npHemare,
kora na ce cebpxere ¢ Bawns nekap v kora TpsGea aa s cnperte (BHXKTE CbLUO TOUKA 2).

Tpsabea aa npuemare Jlopera 3a BE3MOXKHO HAH-KPaTbLK NEPHO] OT BpEME.
He ce npenopbusa ynotpeda npu aeua noa 12-roavinxa 8b3pacT.

Jlozuposkara Tpabsa na 6bae onpeneseHa CpaMo HHTEH3UBHOCTTA Ha Balwwara Oonka n Bawara
HHAMBHIYANHA TOHOCUMOCT KbM Dosika. [to npunuun Tpabea na ce npMema Hal-HKCKaTa
obnekyaBawa Honkara 103a.

lMpenopbunTenHaTa HAYAIHA 1033, OCBEH aKO HE € NpeAnucaHo gpyro ot Bawmus nexap, e 2 Tabnetky
IpH Bb3PAaCTHH U KOHOWH HaA |2 roauHH.

AKO € HeoBx0auMo, MOXe 12 AT NPUETH K JONBIHKTENHU 103K CBIIACHO NMPEeNopbKHTE HA Bauius
nekap. Hai-kpaTkuaT nepuon mMexay oTAeNHHTE 1034 TpaGBa aa 6bae OT MHHHMYM 6

He npuemaiite noseue ot 8 Tabaerku Jopera AHEBHO.
He npuemaiite /Iopeta no-uecto, otkonkoro Bawnar nekap Bu e npeanncan.

IlanHeHTH B cTApPYECcKa Bh3pacT




HMpu naumneHTH B cTapuecka Bb3pacT (Haa 75 roaMHKU) eKCKpeLuaTa Ha TpaMaaon Moxe aa ovae
3abaBeHa. AkO ToBa ce oTHacA 3a Bac, BawuusaTt nekap moxe aa npenopbua yabiKaBaHe Ha BPEMETO
MEMXY OTAETHHTE AO3H.

Texko yeprnoapobHo u.1H 0nOpewHO yBpekaane (HeA0CTATHYHOCT)/TALHEHTH HA THAIH3A
[MauneHTH ¢ TexKa YyepHOoapoOHa »/unu ObOpeuHa HeROCTAaTLYHOCT He TpadBa aa npuemar fopera.
Ako BbB Baluuva cny4ail yBpeKaaHeTO € JIEKO A0 yMepeHo, BawunaTt nekap moxe na Bu npenopbua
YyObJKABAHE HA BPEMETO MEXAY OTACAHUTE AO3H.

HauuH HA npHIOKeHHEe

Tabnerkute ca 3a NepopaitHO NPUAOKEHHUE.

Tabnerkure TpabBa aa ce NpernbULAT LEIH ¢ JOCTAThYHO KOJHYECTBO TeuHOCT, TabaeTkuTe He
TpAOBA Aa c€ YYNAT MU AbBYAT.

AKko ¢msaTare, ve edekTsT Ha JopeTa € npekaneHo ciuieH (Hanp. BOAW A0 CHIHA ChbHIXBOCT MU
3aTPYAHEHO AHMLLAHE) WK npekaneHo cnalb (nanp. Bawara 6onka He € gocTarbyHO 0bnekyeHa),
noTbpcere Bawns nekap.

AKo cTe npHe/IH nNoBeye oT HeoOxoaAuMaTa 1032 [Jopera
B TaknB cayudail, Mons cBbpikeTe ce ¢ Baiuuma nekap win dpapmanesT HezabasHO, AOpH KO ce
yyecTBaTe 106pe. Uma puck oT yBpexxaaHe Ha YepHHS APOO, KOETO MOXKE Aa C€ MPOABHU NO-KbCHO.

Axo nponycuere aa npuemere Jopera

Axo 3abpasuTe aa npuemete TabneTkure, € BepoaTHO OonkaTa na ce noasu oTHOBO. He B3emalite
JIBOMHA 1034, 3a 1a KOMNIEHCHPaTE NpoNyCHATaTa HHAWBWAYA/IHA 1033, 8 BMECTO TOBA NIPOCTO
NPOAbL/DKETE Aa NpHemare TablEeTKUTE KAKTO 00HUaHHO.

Axo cTe cnpenu npuema Ha Ropera

He Tpabea na cnupare BHe3anHO npHeMa Ha TOBA JIEKAPCTBO, OCBEH ako BawusaT nekap He Bu e kazai
Ja ro HanpasuTe. AKO UcKaTe Ja cripeTe npuemMa Ha 1eKkapcTBoTO, Nbpeo obcbaeTe Toea ¢ Bawuus
nekap, oco0eHo aKko ¢Te ro npueMany abaro speme. BawunsT nekap we By nocbBeTBa KOra v Kak aa
CMPETE NPUEMA, KOETO MOXKE /12 CTAHE YPE3 NOCTENCHHO HaMaNABaHE Ha N03aTa, 3a Jla C€ HaMaH
BEPOATHOCTTA 32 HEHYXKHO PA3BHTHE HA HEXENaHW peakUuHUH (CUMINTOMH Ha OTHEMaHe).

AKO MMATEe HAKAKBH ROMbIHUTENHH BLIIPOCH OTHOCHO ynoTpedara Ha TO3M NpOAYKT, NonuTaiTe
Baiuus nekap unv gapmauenr.

4. Bh3MOKHH HeXeJaHH PeaKIHH

KakTo BCUUKHU JICKAPCTBa, TOBA JICKAPCTBO MOXKE Aa MPEAHU3IBHKA HOXKCNZHHA PCaKUHH, BLITPCKH HE HC
BCCKH I'M NOJIy4HaBa.

Mnozo yecmu nexcenanu peaxyuu (nponesneauiu ce npu noeeve om I na 10 rexysanu nayuenmu):
- rageHe,
- 3aMasHOCT, CbHIHBOCT.

Hecmu nexcerarnu peaxyuu (nposereauiu ce npu 00 1 na 10 nexysanu nayuenmu):

- NnoBpbLUaHE, NpobiieMH ¢ XPAHOCMHUNAHETO (3anek, rasose ($aaryneHuuns), nuapua), 60IkM B
CTOMAaxa, CyXxoTa B yCTaTa, CbpOexK, MOBHIUECHO U3NMOTABAHE (XMNEpXxuapos3a),

- rnasobonue, Tpenepexe,

- 00BbpKBaHe, HAPYILEHHA HA CbHA, TPOMEHH B HACTPOEHHETO (TPEBOXKHOCT, H ,;g?m?m\ff;
NPHUNOBAMIHATO HACTPOEHHUE NPE3 LSIOTO Bpeme). AR AT "ul
AR e
Heuecmu nexcenanu peaxuuu (nposensawiu ce npu 00 1 na 100 aexyeanu nayu \ e
'y ~ ““ .



- YCKOpEH MYAC WK BUCOKO KPBBHO HAMArAHE, HAPYLLIEHHSA Ha ChbpAEUHATA HECTOTA HITH HA
CbPAECYHHA PHTHM,

- MpaBYyUKaHe, U3TPbIBaHe UK HEOOMUaHHO H3TPBNBAHE (,, MIIHYKK™) B KpAHHULINTE, LUYM B
YWHTE, HECH3HATENHH MYCKYJIHH NOTPBLNBaHKA,

- [IENPECHA, KOLIMapH, XATOUMHALUMK (UyBaHe, BUX/IAHE HITH YCELIAaHe Ha Hella, KOWUTO He
ChLUIECTBYBAT), 3aryba Ha naMeTTa,

- 3aTPYAHEHO AWLLAHE,

- 3aTPYAHEHO NPErabLUAHE, KPbB B H3NPAKHEHHATA,

- KOXKHH peakuMH (KONMpHBHA TPecka, 0OpHB),

- NOBHLLIEHH YEPHOAPOOHH EH3UMH,

- HaTMYHME Ha DENTHK B ypHHaTa, TPYAHOCT HH DONKa MpH OTAE/ISHE HA YPHHA,

- TpenepeHe, ropellid BhIHH, 001Ka B MbpAHTE.

Pedxu nexcenanu peaxyuu (nposgasawju ce npu oo 1 om 1 000 nexysanu nayuenmuy).

- NpHNAaabLM, TPYAHOCT NPH M3NbJIHEHHE HA KOOPAMHUPAHH ABHXXEHUA, BpeMEHHA 3aryba Ha
Cb3HAHKWE (CHHKOM),

- NEeKAPCTBEHA 3aBUCHMOCT,

- ACNUPUYM,

- 3aMBbIJIEHO 3pEHHE, CTECHEHH 3eHHLM (MHO3a),

- HAPYLUEHHUS B FOBOPA,

- CHUNHO pa3iliMpPeHH 3eHHLUM (MHOpHa3a).

Mwnozo pedxu Hedxcenanu peaxuuu (npossgaséawu ce npu oo 1 om 10 000 rexysanu nayuenmu).
- nekapcTBeHa 3a0ynorpeba.

Hexcenanu peakyuu ¢ Heuzsecmua wvecmoma (vecmomama He Modce 0a bvoe ycmanoeéena om
HATUNHUME OAHRYU):
- MOHWXABAHE HA HHBATA HA KPbBHA 33Xap (XHNOrIKMKeMHA).

OnucaHy ca clIeHUTE HEXKeIaHH peakuyH, KOMTO Ca A0KNaABaHH OT XOpa, W3NON3BallH JICKapCTea,
KOHTO ChABPKAT CaMO TPaMaao/ WM caMo napaueTamMosi. Benpekd ToBa, ako U3NMTaTe HAKOU OT
Te3W HEXENaHW peaxiMu, NokaTo npremare Jlopeta, Tpsbea na yseaomute Baiuns nekap:

- YYBCTBO Ha 3aMagHOCT MPH H3NPaBsiHe OT NIEFHANIO Wi CEAHAJIO NONOKEHHE, 3abaBaHe HA
CbPACUHUS PUTBM, IPHNATBLM, TPOMEHH B aneTHTa, MycKyHa ciabocT, 3abaBeHo wWin
NOBLPXHOCTHO JHLIAHE, NIPOMEHH B HACTPOEHHETO, MPOMEHH B AKTUBHOCTTA, NPOMEHH BbB
Bb3NPHATHATA, BIIOLIABAHE HA CbCTOAHHETO HA acTMa,

- MPHEMbT Ha MapaLETAMON CaMOCTOATETHO WIH €JHOBPEMEHHO C aHTHOHOTHKA
GAYKIOKCALMWIHH MOXeE Aa NpeAu3BHKa aHOMAJIMA Ha KPbBTA H TEUHOCTUTE (MeTaboIMTHA
auMA03a ¢ roaMa aHHOHHA Npa3HHHa), KOATO CE MOABABA, KOraTo MMa NOBHULUABAHE HA
T1a3MeHaTa KHCETMHHOCT,

- ako u3nonssate Jlopera 3a€aHO C JIEKapCTBa, KOUTO ce M3MOI3BAT 3a paspekAaHe Ha KpbBTa
(nanp. heHnpokyMoH, BapdaprH) MOXKE Aa CE NOBULLUH PHCKBT OT KbpBeHe, Beako
NPOAB/LKHTEHO UM HEOHAKBAHO KbpBeHe TpAOBa He3abasHO Na ce ChoOLWKM Ha Bawus
nekap,

- B HAKOM PEOKM Cyuan KoXKeH OOpHB, NOKa3Balll aIEPrHYHA PeaKUMs, MOXKE 1 ce pa3BHE C
BHE3aNeH OTOK Ha JIMLETO H LIHATA, 3aTPYAHEHO AULIAHE WIH CNAajaHe HAa KPBBHOTO HandraHe
W npunanbk. AKo ToBa ce cnyyu ¢ Bac, cnpere neuenneTo n noTbpeere nekap HezabasHo. He
TpaOBa Oa npyemare J1eKapcTBOTO OTHOBO.

3aBUCUMH OT HEro, KOETO Ja 3aTPYAHH CIIMPAHETO MY.
B peaxu cnyqau, NauWeHTH, NpUEMaTH TPaMas0a 3a W3BECTHO BpeMe, MOrar a
HEpPa3NONIOKEHH, aKO CNpaT NpUEMa My BHE3anHo. Te morar Aa ce noyyBcTsar
TPEBOXHH, HEPBHH UM HECHTypHH. MoraTt na ca XMrepakTUBHH, 1a UMAT TPY
12 MMAT CTOMALLHO KWW YPEBHO HepaznoiamkeHne. MHoro Manko xopa buxa




MPHUCTLN Ha NMAaHKKa, XATIOLHHALKHH, HeoOHuaiiHK yCellaHus KaTo ChpOex, MpaBYHKaHE, HITPbNBaHE
M LIYM B yLIHTE (THHHTYC). AKO U3NHTaTE HAKOH OT TE3H CUMIITOMM cren cnupate Ha JlopeTa, mons
yBenomeTe Bawuusg siekap He3abaBHO.

C HEH3BECTHA YECTOTA: XbJILIAHE.

CepoTOHHHOB CHHAPOM, KOWTO MOXeE 71a CE NPOABH KAaTO NPOMEHH B NCUXUYHKA CTATyC (HAnp.
Bb30Yy/a, XaNioUWHALWH, KOMa), M APYTd peaKLMH, KaTo NOBHLLIEHa TeMNEpaTypa, yCKOPEH nyJc,
HecTabWUIIHO KPLBHO HANAMAHE, HEBOHO NOTPENBAHE, MYCKYJIHA CKOBAHOCT, HApYLIEHHE Ha
KOOPAMHALIHATA H/MJIH ChC CTOMALIHO-UPEBHH CHMNTTOMH (HAMp. raaeHe, MospbulaHe, AHapHa) (BHKTE
Touka 2 ,,Kakeo TpsOBa aa 3Haete, npeau na npuemere lopera™).

B M3KTIOUUTENHH Cy4aH KPbBHHTE TECTOBE MOraT Ja PasKpHAT ONPEAETCHH OTKNOHEHHUA OT
HOpPMATa, KaTo HanpUMep, HUCHK Opoil Ha TPOMOOLUMTHTE B KPBBTA, KOETO MOXKE N1a IOBEAE 10
KbPBEHE OT HOCA WIH BEHUMTE.,

MHOro peaxH ¢iiyuad Ha CEpUO3HH KOXKHH PEaKLMK ¢a A0K/IAaABaHH ¢ napaueTamonn.

Peaxy ciyyad Ha pecnupaTopHa AenpecHd ca JOKaaBaHH ¢ Tpamaaod.

C Heu3BeCTHA 4ecToTa (OT HAJIHUHHUTE JaHHU He MOXe a ObAe HanpaBeHa OLIEHKA HA YeCTOTATa):
CepHO3HO CCTOSAHHE, TIPH KOETO MOXKE [1a HMa HATPyNBaHE Ha KHCENMHA B KPBBTA (HAPEUCHO
MeTaGoNMTHA auna03a) NPU NALIMEHTH ¢ TEXKO 3a0onsBaHe, KOUTO UINOJI3BAT NapaUeTaMOos (BUXKTe
TOUKA 2)

Crofiuasade Ha HEXENaHU PEeaKLMH

AKO NMONYYHTE HAKAKBH HEXENIAHH JIEKAPCTBEHH PEaKLUMH, yBeaomeTe Bawns nekap nau papMaliesT.
ToBa BK/ItOUBA BCHUYKK Bb3MOXHH, HEOMUCAHM B Ta3H JIMCTOBKA HeXeslaHu peakuud. Moxere cbllo Aa
CHOOLIMTE HEXENAHH PEAKUMH AWPEKTHO Upe3 HALIMOHAIHATA CHCTEMa 3a choDluaBaHe:
H3nbnHvTeNHa areHuus Nno NeKapcTpaTa

ya. ,JdamsaH ['pye” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiiT: www.bda.bg

Kato cbhobulaBaTe HexeNlaHK peakLMK, MOXKETE Aa AaAETE CBOA MPHHOC 3a NOJy4aBaHe Ha NMoBeue
undopmauua 0THOCHO 6e30MacHOCTTa Ha TOBA ACKApCTRO.

S. Kaxk aa chxpanssate Jopera

CbxpaHfBaiiTe Ha MACTO, HEAOCTBLIHO 32 Aeua.

CbxpanaBaiiTe TOBa IeKapcTBO Ha 6€30MaCHO M CHTYPHO MACTO 33 ChXpaHEeHHE, HEIOCTBMHO 32 APYTH
xopa. To MOXe 1a MPHUMHH CEPHO3HO YBPEXAAHE H [1a € C (paTaTHH MOCNEHLIM 32 XOPa, HA KOHTO He

e NpPeRnUCaHo.

He usnonzeaiire Jlopera cnea cpoka Ha FOOHOCT, 0TOeNA3aH BbPXy KapTOHEHATa KyTHaA U OnuctepuTe.
CpoKbT Ha rOAHOCT OTroBapA Ha MOCAEAHUA AeH OT MOCOYEHHA MECELL.

To3u nexkapcTBeH MPOAYKT HE H3UCKBA CTICUMATHH YCOBHA Ha CbXPaHEHHE.

He Tpabea 1a H3XBBLPIATE KAKBUTO M J1a € AEKAPCTBA B KAHAIM3ALIMATA WK B KOHTE
gomaliHy otnaabuu. [lonutaiite Baluusa dapMaueBT kak Ja H3XBbPIKTE NEKAPCTB
uinonssare. Te3n MEPKY Lie CMOMOIHAT 3a ONa3BaHEe HA OKOJIHaTa cpeaa.

6. CpabpxaHHe HA ONAKOBKATA H IONBLAHHTEIHA HHPOPMANRS



Kakso cbabpxa Jdopera
- AKTUBHHUTE BELLECTBA Ca TPaMa0/10B XHAPOXJIOPH M napaueramon. Beska ¢puamupana
tabseTka cbabpka 37,5 mg TpamManonoB XMAPOXJIOPH/, EKBUBAJIEHTEH Ha 32,94 mg Tpamaon H
325 mg napaueramoul.
- Jlpyrure cbCTaBKH ca:
- HAopo na maoaemxama. NpexenaTMHHU3IMPAHO LAPEBUYHO HHULLIECTE, HATPHEB HULLECTEH
ravkonar (tun A), MUKpokpucTaiHa uenysiosa (E460) u maruesues cteapar (E470b).
- Quimoso nokpumue: Xunpomenosa, TaTaHoB auokeua (E171), makporon 400, xbaT
keneseHd okcua (E172) v nonucopdar 80.
Bwkre Touka 2 .,Jlopera cbabpka HAaTpUIA™.

Kak u3riexaa lopera H KakBO ChAbPXKAa ONAKOBKATA

DunmupanuTe TabNETKH €a )KbJITO-KaPABH, OBATHH, JIEKO ABOHHOW3ITbKHAIIH.

[lpeanarar ce kytuu ¢ 2 puamupanu Tadbnaerku (PVC/PVDC 6510 ¢onno, anyMuHHEBO QOJTHO
onaucrepu ¢ 2 Tabaerku) 1 10, 20, 30, 40, 50, 60, 70, 80, 90 u 100 duamupanun Tabnerku (PVC/PVDC
6s510 ponno, anyMmuHUeBo Goano oauctepu ¢ 10 TabneTkm).

[Ipeanarar ce kyTuu ¢ 2 puamupanu tabaetku (PVC/PVDC 6410 doauo, xapTus/anyMHUHHEBO (HOIHO
3alMTEHH OT Aeua O6auctepu ¢ 2 Tabaetku) 1 10, 20, 30, 40, 50, 60, 70, 80, 90 u 100 puamupanu
tabnetku (PVC/PVDC 610 dosivo, XapTusi/aTyMHHHEBO (POJTHO 3aLMTEHH OT Jeua dsuctepu ¢ 10
TAONETKH).

He BcHukM BHI0BE ONAKOBKK MOrar a Objar nmycHaTy Ha nasapa.

IlpuTexkaren HA pajpelIeHHETO 3a ynorpeda
KRKA, d.d., Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CioBeHus

IlpounsBoauTen '
KRKA, d.d., Novo mesto, SmarjeSka cesta 6, 8501 Novo mesto, CnoBeHus
TAD Pharma GmbH, Heinz-Lohmann-Stralle 5, 27472 Cuxhaven, [ epmanus

ToBa J1eKapcTBO € pa3peuieHo 3a ynorpeda B AbpKaBHTe — YWIeHKH HAa EBponeickoTo
HKOHOMHYeCKO npocTpancTo H B O0eanHenoro kpa.icTso (Cesepna Hpaanaus) moa ciieaHure
HMeHa:

AbpKaBH-Y/ICHKH Hme Ha JlekapcTBeHHS
NPOAYKT
bbvarapus JlopeTa

Ecrouus, Yurapus, Yeuwka penyOauka, Jlareus, Jlutea, [loswa, | Doreta
Pymbhus, Cnopaiuka penyoauka, CloBeHHs

O6eaunnHeHo kpaicteo (CesepHa Mpnanaus) Tramadol

Hydrochloride/Paracetamol
Ucnauus, Upnanaus, Asctpus, bearus, Xonanaus Tramadol/Paracetamol Krka
DpaHLus Tramadol/paracetamol Krka
HUranus Tramadolo e Paracetamolo Krka
["'epmaHus Tramabian

JlaTa Ha mocJieAHO 0100peHHe HA JINCTOBKATA
20 Maii 2025

[Monpo6Ha undopmauns 3a TOBa IEKapCTBO € NpeAocTaBeHa Ha yeOcalita Ha U3
no Jlexkapctsara (MAJ]) http://www.bda.bg.




