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JIncroBka: nHpopmanus 3a nalHEHTA

Hopera 75 mg/650 mg puamupanu tad/IeTKH
TpaMa0J10B XHAPOXJIOpU I/ napaueramo.

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

IIpoyereTre BHHMATE/HO UAJIATA JIHCTOBKA, NPeIH 12 3aM04HeTE /1a IPHEMAaTe TOBA JIEKAPCTBO,

Thii KATO TA CbAbpPAKA BaxxHa 32 Bac undpopmanus.

- 3anasere Ta3u JUCTOBKA. MOXKe /1a ce HaJIOXKH Aa i MPO4YETETE OTHOBO.

- AKO UMaTe HAKAKBH JOITBJIHUTE/IHH BBIIPOCH, nonuranTe Bawusa nekap wnu ¢papmauesr.

- ToBa niekapcTBO € npeanydcaHo Ju4yHO Ha Bac. He ro npeorcrbnBaite Ha apyru xopa. 1o Mmoxe
71a UM HaBpe/H, HE3aBUCUMO OT TOBA, Y€ TEXHUTE CUMITTOMH Ca ChLIKTE KakTO BawuTe.

- AKO MOJIyYHUTE HAKAKBH HEXKEJIAHH JICKAPCTBEHHU peaklUUH, yBeaoMeTe Bauius nekap,
(hapMaLEeBT WK MEIMLIMHCKA cecTpa. oBa BK/IIOYBA H BCHYKH Bb3MOXKHH HEXKEJIAHH PeaKLIMH,
HEOINUCAHHU B Ta3M JUCTOBKA. BuxKTe TOUKA 4.

KakBo ¢cbabpxa Ta3H JIHCTOBKA:
KakBo npeacrasinsasa /lopera v 3a kKakBO ce U3M0I3Ba

l.

2 Kakso Tpsi0Ba 11a 3Haete, npeau aa npuemere Jlopera GZ o 112 F &

3. Kak na npuemare Jlopera

4.  BB3MOXHHM HEXKeNaHH peaKLMH CCPS6  13-10-Mm
5 Kak na cbxpanssare [lopera - B reiers
6 CbabpxKaHWe Ha ONAaKOBKATa M AOMbJIHUTEIHA HHPOpMaLIUS

1. Kakso npeacrasJsipa /lopera u 3a KaKBO ce H3M0/13BA

JlopeTa e koMOMHaLMs OT JIBa aHAJINETHKA TpaMaao. M napaleTamolsl, KOMTO JIeHCTBAT 3a€HO, 3a Ja
obnekuat Bawara 6o/ika.

Jlopera e npeaHa3Ha4eH 3a JIeYeHHEe Ha YMEepeHa 10 CHiIHa 00Jika, korato BawuusaT nekap npeueHu, ye
ce Hy>K/J1aeTe OT KOMOMHHPAHETO Ha TpaMa0Jl U napaLeTaMoll.

Jlopera TpsOBa 1a ce npueMa caMoO OT Bb3PacTHH M FOHOWIM Haj 12 roauHHu.

2 Kakso TpaOBa aa 3Haere, npean aa npuemere opera

He npuemaiite lopera, ako

- CT€ AJIEPru4HM (CBPBXUYYBCTBHTE/IHH) KbM TPamMaa0Ji0B XHAPOXJIOPH/, MapaLeTaMmoll HiIH KbM
HAKOSl OT APYTrHWTE ChCTABKHU HA TOBA JIEKAPCTBO (U30pOEHHU B TOUKA 6),

- CTE C OCTPO OTPaBAHE C AJIKOXOJ1, XanyeTa 3a CbH, 00e3001saBallUH WIK APYTH NCUXOTPOINHH
NeKapcTBa (JIeKapCTBa, KOUTO BJIMASAT HA HACTPOEHUETO U EMOLIMUTE),

- CbLO Taka ako npuemare MAQO-uHXHOUTOPH (HAKOHU OT JIEKApPCTBaTa, U3MOJI3BAHH 3a JIeYEHHE
Ha aenpecus uid oonect Ha [lapkMHCOH) UM cTe rM npyeMasiy npe3 nocineaHuTe 14 aHu npeau
npyema Ha /lopera,

- CTpajare OT TEXKKO YEPHOAPOOHO HApYLUEHHE,

- MMAaTe eNnUIencUs, KOATO HE € JOCTAaTbYHO J100pe KOHTPOJIMpaHa ¢ MOMOLITa Ha JieKap,
KOMTO npUemMare.

IpeaynpexaeHns u nNpeanasHu MepKH

['oBopere ¢ Bawuus nekap, npeau na wsnonseare lopera, ako Bue:

- npueMare ApyrH JIEKapCcTBa, ChAbpXKAalllM TPaMaao/l UK napaueramol,
- MMaTe YepHOAPOOHH NpOoOJEeMH HIIK YEPHOAPOOHO 3a00/ABaHe, UIIH ako cTe 3a0ea3




MOXKBLATABAHE HA OYHMTE M KoxKaTa CH. ToBa MOXkKe Ja Ce Ab/XH Ha XKbATEHHLA HAH NpodaeMHu ¢
ATBUHUTE MBTHILA,

- umare 6L0peyuHn npobnemu,

- MMATE CHAHO 3aTPYAHEHO AMLLIAHE, HanlpUMeEp acT™Ma Wik OenoapobHu npobnemn,

- MMaTe ENHICNCHA WKW CTE€ HMAIIH MPUINIAAbLLUH WAH MbPUOBE,

- cTpagare OT AenpecHs U NPHEMATE AHTHAENPECAHTH, Thil KATO HAKOH OT TAX MOrar Aa
B3auMoaeicrear ¢ tpamanon {Buxre ,,J{pyru nekapcraa u Jopera“),

- HacKoOpO CTE CTpaja/ii OT TPaBMa Ha IN1aBaTa, WOK UNU r1asodonue, KOETo € Bb3MOXKHO 1a
6vae unu aa ve Hbae CLNPOBOACHO C MOBPBILAHE,

- HMaTe 3aBUCHMOCT KbM HAKAKBH JIEKAPCTBA, BKIIOYUTENHO TAKKMBA M3MON3BaHU 3a 00/eKyaBaHe
Ha DosikaTa, Hanpumep MOp(gHH,

- NnpHeMare APYTHd JIEKapcTBa 3a jJieueHre Ha DoJika, KOMTO ChAbpXKaT OynpeHopduH, HandyduH
WJTH [MEHTA30LIKH,

- Bu npeacTou anecte3us (ynotika). YeeaoMmere Balug nekap WK CTOMATOJIOr, Yeé NIpUeMare

Hopera.

[IpuBvKBaHEe, 3aBUCHMOCT W MPUCTPACTIBAHE
Tora nekapcTBO ChaAbpAA TPAMaAOI, KOUTO € ONMHOUIHO nekapcTBo. MHorokpaTtHara ynorpefa Ha

ONMHOAH MOXeE Ja AoBeAe AC HaMalsBaHe Ha epEKTHBHOCTTA HA N1EKAPCTBOTO (MPUBHUKBATE KbM HETO,
H3BECTHO KaTO NeKapcTBeH TonepaHc). MHorokpaTHara ynorpeba Ha /Jlopera MOKe CBILO 1A NOBEAE
AO 3aBUCHMOCT, 3J10ynoTpeda H NpUcTpacTaBaHe, KOUTO MOXE Ja AOBEAAT O XKHBOTO3aCTpalllaBallo
npeao3upaHe. PUCKBT OT Te3H HEXETAHH peakLMU MOXKE 1A C€ YBETHYM NMPH NO-BHCOKA A03a H NO-
ronsMa npoaAb/DKUTENHOCT Ha ynorpebara.

3aBHCHMOCTTA HIH NPpHUCTPACTABARCTO MOXKC Nid Bu Hakapart da NoYyBCTBAaTE, HC BCHC HC MOXKETC Na
KOHTPOJIMpATC KAKBO KOJIHYHYCCTBO OT JICKAPCTBOTO TPHGBEI Ada NNIpUEMCTC HJIH KOJIKO HCCTO TpﬂﬁBa Aa ro
NnpHEMaTe.

PUCKBT OT pa3sBUTHE HA 3aBUCHMOCT WJIH MPUCTPACTABAHE € PATUUEH NPH PaIHUHUTE XOpa.
B13MOXHO € 1a HMaTe MO-TONAM PUCK OT Pa3BHUTUE HA 3ABHCUMOCT WM NpUCTpacTaABaHe KbM Jlopera,
aKo:.

- Bue nwnu npu usako# oT BauieTo ceMeHCTBO HAKOra ¢Te 310yROoTpebaBain Wik cte Ouiu
3aBHUCHMMH OT JIKOXOJ1, IEKAPCTBA, OTITYCKaHU MO JAEKAPCKO NpeAnucaHyue, WiH He3aKOHHH
BELLECTBA (,,MPUCTPacTABAHE )

- CTe myluay

- cTe UManu npodieMu ¢ HaCTpOeHUeTO (Aenpecus, TPEBOKHOCT WAM pa3CTPOMCTBO Ha
AHYHOCTTA) WK cTe DU JIEKYBAHU OT MCHUXHATHY 34 APYTH NCHXUYHU 3a0019BaAHNS.

Ako 3abenexure HAKOHN OT cleaHUTe NPpM3HALM, JOKaTO NprHeMare Jlopera, ToBa MOXe Aa € MPH3HAaK,

4ye CTE Pa3BWIH 3aBUCHMOCT WJIH CTE NPUCTPACTEHM:

- Mmarte HyKaa aa npueMare j1eKapCcTBOTO NMO-ABJIro, 0OTKOAKoTO BH e nockeersan Bauiua nexap

- Mmarte HyXkaa aa npueMare ropeve oT NpenopbudTenHara 103a

- H3non3eaTe A€KapCTBOTO NO NPUYHHM, PA3NUYHH OT T€3H, 3a KOUTO BH ¢ npeanucaHo,
HanpuMep ,,Aa c¢ ycnokoure™ wiu ,,Aa B nomorse aa 3acrnure

- [TpaBiH CT€ MHOTOKPATHH HEYCTICIUHM ONUTH Aa CNIPETE WK A4 KOHTPOJHpaTe ynoTtpebara Ha
TOBA JICKAPCTBO

- Korarto cnipere aa ripveMare JIeKapcTBOTO, HE C€ UyBCTBaTe A00pe M ce YyBCTBaTE noaodpe,
KOraTo 3aN04YHETe OTHOBO A NMPUEMATe 1exapeTBoTo (,,epeKTH Ha oTHEMaHe )

AKo 3abenexuTe HAKOH OT T€3d MPU3HALM, roBopeTe ¢ Baluus nekap, 3a 1a o0cbanTe H05y
Bac Ha4HH Ha N€4YEHHE, BKIIOYHTENHO KOra € NOAXOAALLO Aa CIpeTe NpHeMa M Kak A / :
no 6ezonaced Ha4MH (BHKTE TOUKa 3 ,,AKO CTE CrpenH npuema Ha Jopera™). = [Py
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ﬂHXﬂTﬁJ’IHH HapYLICHHA NO BpEME HA CbH AN b
,Z[OPET& CbAbPiKa AKTHBHO BCLUCCTBO, KOCTO IMPpHHAOJICAKH KbM T'PYNAaTa Ha ONNMOHOHTE. W HHTE

MOraT fa NPUUHHAT CBbP3AHN ChC CHHR HAPYLIEHHS HA AMIIAHETO, HANIPHUMED LIEHTPATHA S HAYM '




(MOBBPXHOCTHO AKMLUaHE/ay3a Ha AKLUAHETO NO BPEME Ha CbH) U CBhP3aHa ChC CbHA XUMOKCEMHMA
(HUCKO HUBO HA KHUCJIOPOA B KPBHBTA).

PuckbT OT LeHTpA/IHA CHHHA aNHEes 3aBHCH OT A03aTa Ha ONUOKANTE. AKO UMATE UCHTPAlIHA ChbHHA
arHes, Bawyar nekap Moxke na oOMUCITM HaManABaHe Ha o0LIATa 4033 ONUOMA, KOATO [PUEMATE.

CoblecTByBa MAIBK PHCK OT MOABATA HA Taka HapeueHHA CEPOTOHUHOB CUHAPOM, KOHTO MOXE [Aa Cce
NOABH CJI€ NPUEM HA TPamMaaos B KOMOHMHALUMA C ONPEACICHA aHTHACTIPECAHTH, HIIH CaMO Ha
Tpamazon. Heza0aBHo noTbpceTe MEAHUMHCKA TOMOLL, AKO UMATE HAKOH OT CHMIITOMHUTE, CBBP3aHH ¢
TO3H CepHO3EH CHHIPOM ( BIKTe ToUuka 4 ,,BB3MOKHU HExXeNaHH peakuuu™).

Tpamanoon ce TpaHchopmupa B uepHHUs Apob upe3 eH3uM. [Ipy HAKOM XOpa TO3H €H3UM € NPOMEHEH
K TOBA MOJKE J1a UM MOBJIHUAE MO pa3nuyHU HaYMHU. Hakou Xxopa MOrar aa He NoJIyyaT JoCTaTbuHO
obnekuyeHue Ha Gonkara, HO NMPH APYTH XOpa UMa MO-roiaMa BEPOATHOCT OT NOABA HA CEPHO3HH
HeXeJlaHH peakUUH. AKO 3abene)xxure HAKOR OT CIIEAHHTE HeXKeNlaHH peakLuu, TpAOBa aa crpere
NpUeMa Ha JIEKapCTBOTO M He3abaBHO Aa NOTbPCUTE MEAMLIMHCKA MOMOLL; GaBHO WIIH NOBBPXHOCTHO
AvilaHe, 00bPKAHOCT, CHbHIHBOCT, CBUBAHE HA 3€HULIMTE, rajieHe WK MOBpPbLIUAHE, 3aneK, JIUICa Ha
aneTuT.

AKO HAKOA OT rope-u30poeHHTE TOYKH CE€ € OTHAacAna 3a Bac B MHHANOTO UNY ce oTHAcA 3a Bac
pokarto npueMarte JJopera B MOMEHTA, MO YBEPETE ce, ye BalumsaT nekap € yrejoMeH 3a TOBA.
Toii/Ta we pewn ganu Tpadsa na NPOOBLIKHTE 14 APUEMATE TOBA JIEKAPCTBO.

Hena # 10HOIMA

Tosa siekapcTBo He TpAOBa Oa ce JaBa Ha Jeua noj 1-roayilHa Bb3pacrT.

Ynorpeba npu aeua ¢ auxarenHu npodaemMu:

TpaMaaon He ce npernopbyRa NPy AeLa ¢ AMXATEJHH MpobaeMHu, Thil KATO CHMNTOMHTE Ha
TOKCHYHOCT Ha TpaMaa0Jl MOTaT Aa C€ BJOLIAT [pH Te3H Jela.

["oBopeTe ¢ Bamus nekap, axo nomyuute HAKOH OT CIEIHUTE CHMITTOMH, OOKaTo npueMare Jlopera:
[IpekoMepHa yMopa, 3aryba Ha aneTur, CUNHa KopeMHa 00JKa, rai¢He, NoBpblUIaHe WIH HHCKO
KpBLBHO HangraHe. Tosa MOXKe Oa O3Havaea, 4e MMaTe HaaOBOpeUHa HeAOCTATBYHOCT (HUCKH HHBA Ha
KOPTH30J1). AKO HMAaTe Te3d CUMITTOMH, CBBpXKETE ce ¢ Bawus nekap, KOHTO Wwe peuid aanu Tpabsa 1a
npHeMarte 100aBKa ChLAbLPHKALLA XOPMOH.

Apyru gexapctsa a Jlopera
Moua, unpopmupaiite Bauins nexap unn dapmaueBT, ako npuemMaTe, H&CKOPO CTe MPHEMAITH WU €

BB3MOXHO 2 NipYeMaTe Apyr4 neKapcTsa.

Baxno: Tosa sexapeTBo cbAbLPkKA DapaneTaMon B TpaMaaoJ. YBegomere Bamng gexap, ako
NPREMATE HAKAKBO APYIo0 JEeKapCTBO, ChAbPXKAII0 NAPANETAMOJ HJIH TPAMA/JI0J, 32 A4 He
NpeBHIIHTE MAKCHMAJIHATA AHEBHA 1034.

Bue ne Tpadsa 1a npuemara Jlopera 3aeaAHO ¢ KHXHOUTOPH HA MOHOGMHHOOKcHAa3aTa (,MAOQO-
HHXUOUTOPH®) (B TOUKA ,,He npuemaiite Jopera®™).

Hdopema ne ce npenopvuea 3a npuemane coc creonume;

- kapbamaszenuH (1eKapcTBO, KOETO OOHKHOBEHO Ce U3MOJI3BA CE 32 JICYEHHE Ha eNWISNCHA UK
HAKOW BHROBE OOJIKA KATO CH/IHU TIPUCTBNK HA Oonka B obnacTra Ha NHLETO, HIBECTHO KAaTO
TPHreMHHANHa HEBPAIruA ),

- OynpeHopdHH, HandyPuH U neHTa30LMH {(OonHaTHH o0e30onABallLN). Obe30aATE
MOXe Ja Obae HamalieH.

Mouns, nnopmupaiite Bamns nekap nnu gapmaueBT, ako pHemare:
- (pNYKIOKCAUNITHH (AHTHOHMOTHK), MOpaAH CEPHO3EH PUCK OT AaHOMAJIHS
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oco0eHO B ciyuail Ha TexKo ObOpeuHO UK uepHOaApOOHO yBpexaaHe, cencvc (Korato
OaKTepUUTE U TEXHHTE TOKCHHM LIMPKYJINPAT B KPBBTA, KOETO BOJAH [0 YBPEXKAAHE HA OPraHH),
HEIOXPAHBAHE, XPOHHUYEH ANKOXOMU3BM H aKO CE U3IMON3BAT MAKCHMAIHHTE JHEBHH AO3M
napaLeTaMos1, 0CO0EHO aKo NpHeMaTe MAaKCHMATHATA JIHEBHA 032 MapaueTaMo 3a no-IbJjaro
BpeMe. MeTaGoauTHaTa aupao3a ¢ ronsiMa aHHOHHA Pa3nKKa € CepHo3HO 3abonaBaHe KOeTo
H3UCKBA CMELHO JieYeHHE.

Puckvm om Hacnreneane Ha Hedceaanu peaKkyuu ce ygeauiaea, ako Bue npuemame:

- TPHUNTAHH (3a JICYEHHE HAa MHUTPEHA) WIIH CEIEKTUBHH HHXUOHUTOPH HA 00paTHOTO 3axBalllaHE Ha
cepoTOHHH ,,SSRI*( 3a neueHue Ha aenpecus). AKO H3NHTBATE OOBPKAHOCT, 0€3MOKOICTRO,
TEMIIEPATYPa, NOTEHE, HEKOOPAUHHPAHHU ABHKEHUS HA KPAHHULIUTE WK OYHUTE, HEBONTHO
CBMBaHE Ha MYCKYJIMTE UAMW AHapHs, Bue Tpsabea na ce obaanTe Ha Bauiusa nexap.

- Apyru 0be3donsBally KaTo MOpPHUH M KOAEHH (CBILO H KATO JIEKAPCTBa NPOTHB KalLIHLa),
HaksiodeH (MyCKyeH pernakcaHT), TeKapcTBa 3a MNOHWKAaBaHE HA KPBBHOTO HANATAHE WM
NEeKapcTBa 3a N1edeHue Ha aneprud. Moxke a novyBcTBaTe CHHIMBOCT WK ¢nabocTt. AKo ToBa
¢e ClIyyuu, ropopere ¢ Bawuug nexap.

EanoBpemMeHHaTa ynotpeba Ha Jlopera M cenaTHBHH 1EKapCTBa KATO OCH30AHA3ENHHH WK
CPOAHM NIEKAPCTBA NMOBULLABA PUCKA OT CHHIIMBOCT, 3aTPYAHEHHA B AMLLIAHETO (pecnupaTopHa
genpecHs), KoMa U Moxe aa Obae xkuBoto3acrpaluasaiia. [Topaau ToBa eaHOBpeMeHHAaTa
ynotpeba TpsabBa na ce HMa NMPpeIBHA CaMO KOraTo He ¢a Bh3MOXHH IPYTrH Bb3MOMKHOCTH 33
neyenue. Ako obaue Bawiuat nekap npeanucea JJopera 3aeaHO CbC CeAaTHUBHM IEKApPCTRA,
n03aTa U NPOABLIMKUTENHOCTTA HA CHITBTCTRALIOTO eueHue TpaAdBa Aa ObAaT orpaHHUYEHH OT
Bawus nexap. Mons, napopmupaiite Bawns nekap 3a BCHMKH CEAaTUBHHM NE€KAPCTBA, KOUTO
NpHEMaTe, H CIeIBANTE BHUMATETHO NpENopbKUTE Ha Bawuuga nexap. by 6uno nonezxHo aa
HHPOPMHUPATE NPUATENH WIH POAHHHH, 33 A4 3HACTE 3a NMPH3HALMTE U CUMNTOMHTE, MOCOYEHH
no-rope. CeupKere ce ¢ Baluug nekap, Korato nojfy4yure TaKHBa CUMITTOMH.

- NEeKapCTBa, KOUTO MOraT 1a NPHYHHAT KOHBYIICHH (I'bP40OBE), KATO HaNpHMEP HAKOH
AHTHAENPECAHTH WK aHTHUINICHXOTHLN. PHCKBT OT NnosBa Ha NpunaabUM C€ YBEJIHYaBa, ako
npHemare opera no celioTo Bpeme. Bawuar nekap we Bu kaxe nanu Jopera e noaxoadua 3a
Bac.

- HAKOMW aHTHAenpecaHTu. Jlopera Moxe a B3aHMOEHCTBA C TE3H JIeKapcTBa H ripy Bac moxke na
ce NPOSABH CEPOTOHUHOB CHHAPOM (BHXTE TOUYKA 4 ,,BL3MOKHH HexenaHy peakuumn’).

- BapdapHH HIH PEHONIPOKYMOH (32 pa3pe)xiaHe Ha KpbBTa). EQEeKTUBHOCTTA Ha T€3U 1eKapcTBa
MOXe Aa Obae npoMeHeHa H Aa ce NOABH KbpBeHe. BCAko NpOABLIKHTENHO WM HEOYAKBAHO
KkbpBeHe Tpabpa He3abasHO Aa O6bae cvoblueHo Ha Baius nekap.

- rabaneHTHH win nperabantH 3a neyeHue HAa enuiencus WiaKn O0nka, ALDKALA ce Ha NpodneMH
¢ HepB (HeBponaTHa bonka).

Edexmuenocmma na /lopema mozice 0a 6v0e NOSTURKA, KO NPUEMAME COU{0:
- METOKJIONPaAMUI, JOMNEPUAOH WK OHAACEHTPOH (N1eKapCTRa 3a JieUeHUe HA FafieHe H

MOBPBLUAHE),
- XONECTUPAMHH (JIEKAPCTBO 334 HAMANABAHE HA XONECTEPOa B KPBBTA).

BaumsaT aekap e Bu kaxe Kou nekapcTsa Moxe Aa npuemare ¢ Jlopera.
Hopera ¢ xpana H AJIK0x0J

HopeTta MOxe Na A0BeAE A0 CHHIMBOCT. AJKOXOMbT MOXE 4a BH Hakapa ga ce 4yBcTBaTe OLIE MNo-
CHLHIJIMBH, NOPAZH TOBA € Haii-nodpe Aa He NHeTe ANKOX0J AOKATO npueMmate Jlopera.

bpemMeHHOCT, KbpMeHe H pepTHIABTET
AKo cTe OpeMeHHa UM KbPMHUTE, CMATATE, Y€ MOXKE Aa CTe¢ ODpeMeHHa WK NNTaHH]
nockBeTBaNTE ce ¢ Batuug nekap win papMaLeBT Nnpeayd NpUeMa Ha TOBA JieKap

Toii kaTo Jopera cbabpxka Tpamanona, Bae He rpaésa na npuemare TOBa Ji€

HA OpeMEeHBOCT KN KbpMeHe. AKO 3a0peMeneeTe N0 BpeMe HA JICICHEE C -‘.- =
KOHCYJTHpaHTE ce ¢ Bamusg nexap, npeas 13 NpoXb/DKHTE NpHeMa Ha TabJe
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Kvpmene
Tpamanon ce otaend B kupmara. [lopann Ta3u npuunHa, He TpaOea aAa npuemarte Jdoperta nopeye ot

€HH BT N0 BPEME HA KbPMEHE, KWK aKo ce cuuTa 3a abCoMoTHO HEOOXOAUMO 1a npHeMare
MHorokparno Jlopera, TpsadBa qa cnpere KbpMEHETO.

Depmurumem
OnuThbT oT ynorpedara npu xopa npeanoara, 4€ TpaMagon He 0Ka3pa €eKkT BbPXY MBKKHSA U

*KeHCKHA peprrauTeT. HAMa JaHHK 33 BAMAHHETO HA KOMOMHALMATA OT TPaMaao0/ U NapaneTaMor
BBPXY pepTHIMTETA.

[TonuTaiTe Baiins nekap win GapMaLeBT 3a ChBET NpPeAd A2 NPHEMETE KOETO H [1a € JIEKapCTRO.

Ilo¢pnpane u paboTa ¢ MAIHHH
Jlopera moxe na Bu kapa za ¢€ 4WyBCTBATE ChbHIMBH H TOBA MOXKE Aa NMOBIHAE Ha cnocodHocTTa By 1a

wodupare Uy aa paboTHTe 6e30NacHO C HHCTPYMEHTH H MALLUHHH.

Jdopera chAbLPXKA HATPUH
Tosa nekapcTeo cbabpAxa no-Manko ot 1 mmol Hatpuit (23 mg) Ha dunmupana Tabnerka, T.e. MOXe
Ja ce Kaxe, Ye NPaKTHYECKU He ChAbPKa HATPHM.

3. Kak na npuemarte opera

Bunaru npuemaiite Jlopeta TouHO kakTo Bu € kazan Bawuat nekap. AKO He CTe CHIYPHH B HELLO,
nonuraiTe Balius nekap unu papMauesT.

[Ipeau 3ano4BaHe Ha IEYEHUETO H PEAOBHO NO BPEME Ha JeueHueTo Bamnar nekap ume odbcrxaa ¢
Bac kakso Moxe aa ouaksare OT ynotpedata Ha [lopeta, Kora v Konko Awnro TpsadBa fa ro npueMare,
Kora 21a ce cBbpikeTe ¢ Bawns nekap u kora Tpabea aa ro cnpere (BUXKTE CbLUO TOYKA 2).

Tpabsa na npueMare Jopera 3a Bb3MOKHO Hal-KpaThbK NEPHOA OT BpeMe.
He ce npenopbuea ynorpedba npu aeua noa 12-roguiliHa BL3pacrT.

Ho3uposkata Tpadbea na 6bae onpeaencHa cnpaMoO HHTEH3UWBHOCTTA Ha Balara 6onka » Bamniara
HHIUBUAYATHA MOHOCUMOCT KbM OoJika. ITo npuHLUMN TpadBa ga ce npueMa Hal-HUCKATa
obaekyasawa Honkara go3a.

[IpenoppurTeNHaTa HaYyalHa 0034, OCBEH aKO HE € NpEANnHCaHO Apyro oT Bawna nekap, e 1 Tabnerka
NpH Bb3PACTHH H I0HOMM HAJ 12 rOAMHH.

AKko € HeoOX0AUMO, MOXe 12 ObIAT NPHETH ¥ JOMBAHUTENHH I03H CbINIaCHO NpenopbkHuTe Ha Baluus
nekap. Hali-kpaTkuaT neproa Mexay OTAeNHUTE 003K Tpabsa 1a 6bae or MUHUMYM 6 yaca.

He npuemaiite nopeue ot 4 tabnetku Jlopera AHEBHO.
He npuemaiire Jopera no-4ecrto, oTkOAKOTO Bawuuar nekap Bu e npeanucan.

IIanHeHTH B cTApuecKa Bb3pPacT
[Ipn nauneHTH B cTapyecka (Haa 75 roaMHy) eKCKpeUuMaTa Ha TpaMaaosl MoXKe 1a
TOBA c€ OTHacH 3a Bac, BawuuaT nekap Moxe aa npenopbya yabnlKaBaHe Ha Bpe
OTIETHHTE JO3H.

Texxo ueproapodHo Han GLOpeuno yBpexkaaHe (HeAOCTATHLYHOCT)/ DANHEH
[TaumeHTH ¢ TeXKKa yepHOApoOHA W/ uU 6BLOpeUHa HeAOCTATBLYHOCT He TpAdBa A
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Axo BbB Bawna cnyyail yBpexaaHeTo € JIeKO A0 yMepeHo, BaiuysT nexap moxe aa By npenoprua
yIb/DKaBaHE Ha BPEMETO MEXKIY OTASTHHUTE AO3H.

Hauyur HA NpHIIOKEHHE
TabneTkHTE €a 3a NEPOPATIHO NPUIOKECHHE.
Tabnetkute TpaAOBa A2 ce NPErILLUIAT LUEAH C AOCTATBYHO KOJTUAYECTBO TEYHOCT. TabneTkuTe Morart aa

ce pa3sJeNAT Ha B paBHU A03H. Briipeku Tosa 06aue, Te He TpabBa Aa ce HynAT WIH AbBYAT.

AKo cMaTare, ve epekTnbT Ha Jopeta e npekaneHo cwieH (Hanp. BOAH 0 CUIHA ChHAUBOCT MM
3aTPYAHEHO AMILAHE) WK npekaneHo ¢nab (Hanp. Bawara 6onka He e AOCTaTBUHO 06neKueHa),
norbpcere Bawiua nexap.

AKo cTe npread nopeve OT HeobOxoaumara noza Jdopera
B Tak®bB ciyuaid, moas cabpxkere ce ¢ Batuua nekap unn gpapmauesT HezabaBHO AOPH aKo Ce
yyBcTBaTe 100pe. UMa puck yBpekaaHe Ha YepHUs ApoO, KOeTO MOXKeE Aa CE€ MPOABH NO-KbCHO.

Axo nponycHere 1a Biemere Jfopera

Ako 3a0pasuTe ga npuemeTe TabNeTKHTE € BepoATHO OosikaTa Aa ce nosBM oTHOBO. He B3emalite
IIBO#HA 1033, 32 Aa KOMIIEHCHpaTe NPOIMyCHATATa HHAWBHAYA Ha 1034, 4 BMECTO TOBA [IPOCTO
npoabkKeTe Aa rnpueMare TableTKMTe KakTo 0OH4aiHo.

Axo cTe cnpein npueMa Ha /lopera

He Tpafea na cnupare BHE3anmHO NpHEMa HA TOBA JIEKAPCTBO, OCBEH ako Bawuar nexkap He Bu e kasan
Aa ro HanpaBute. AKO HWCKaTe Ja CNpeETe NPUEMa Ha JICKApCTBOTO, ITHPBO o0cbhaeTe ToBa ¢ Bauius
nexkap, ocobeHO ako CTe ro npMeMand Abaro Bpeme. Bawmar nekap we Bu nmocheeTBa Kora W
KaK Ja clipeTe NMpHema, KOETO MOXKE Ja CTaHE 4Ype3 MOCTENEHHO HamajisiBaHe Ha J03aTa, 3a Ja ce
HAMaJIM BEPOSTHOCTTA 3@ HEHYXKHO pa3BUTHE HA HEXKENAHH peaKUMH (CHMITTOMH Ha OTHEMaHe).

AKO UMATe HAKAKBH JOMBJAHUTENHHU BBIPOCH OTHOCHO ynoTpedaTta Ha TO3H NPOAYKT, NOMHTANRTE
Bawusg nekap wau papMauesrt.

4. Bob3MOKHH HEXKEIAHH PCAKIHH

KakTo BCHUKHM JIEKapCTBa, TOBA ACKAPCTBO MOXKE Aa MPEAU3BHKA HEXEJIAHU PEAKUMH, BLIIPEKH Ye He
BCEKH I'¥ MOJy4asa.

Mnozo vecmu (nponsseauiu ce npu noseve om 1 na 10 rexysaru nayuenmau):
- rajcHe,
. 3aMasHOCT, CHHJIHBOCT.

Yecmu (nposeneawiu ce npu 0o 1 na 10 nexyeanu nayuenmu):

- nospbilane, NpodieMu ¢ XPAaHOCMWIAHETO (3anek, rasose (QnaryneHuna), Anapus), 6onku B
CTOMAaxa, CyxoTa B yCTaTa, ChpOeX, MOBHILCHO U3NOTABAHE (XHNEpXHUApOo3a),

- rnapobosiHe, TpenepeHe,

- oObpKBaHE, HAPYLISHHSA HA ChHA, IPOMEHH B HACTPOEHHETO (TPEBOXKHOCT, HEPBHOCT,
IPUIIOBAMIHATO HACTPOSHHE MpPE3 LATOTO BpEME).

Heuecmu (nponeneéaniu ce npu oo 1 na 100 rexyearnu nayuenmu):
- YCKOpEH HyJIC WIH BHCOKO KPBBHO Ha/IAraHe, HapylleHHs Ha ChpacuHaTa ACay0rd i

YUIMTE, HECH3HATENHH MYCKYJIHH NOTPBNBAHMA,
- AernpecHd, KolIMapH, XalloLWHALMK (MyBaHe, BHKAAHE WK YcellaHe HA Rl
ChILECTBYBAT), 3aryba Ha NnamerTa,
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- 3aTPYAHEHO JULAaHE,
- 3aTPYAHEHO NperibliaHe, KPbB B U3NPAKHEHUATA,

- KOYKHH peakLMy (KOMpUBHA TpecKa, 00pHB),

- MOBHUWICHH YEPHOIPOOHH EH3UMHU,

- Ha/TUuMe Ha OeNThk B ypHHATa, TPYJAHOCT WM BO/IKa NMpH OTACIAHE HA YPHHA,
- Tpenepere, ropelly BbjiHK, 601Ka B rbpaMTE.

Peoku (nponrensawiu ce npu oo npu oo 1 om 1 000 nexyeanu nayuenmiu):

- MpUnajabuH, TPY ZHOCT MPHU HU3MbIHEHHE Ha KOOPAHHKPAHU ABHXKEHHS, BpeMEHHa 3aryfa Ha
Cb3HaHHE (CHHKOII),

- NeKapcTBeHa 3aBHCHMOCT,

- OCTUPHY M,

- 3aMBITIEHO 3PEHHE, CTECHEHH 3€HHLIM (MHO3a),

- HapyLUEHHs B rOBOpA,

- CHJTHO Pa3LIMPEHH 3eHHUM (MHApHAa3a).

Muozo peoxu nexcenanu peakyun (nposeaeawu ce npu oo 1 om 10 000 nayuenmu):
- JIeKapcTBeHa 310yrnoTpeoa.

Hexcenaru peaxyuu ¢ neuzeecmna vecmoma (vecrmomama He moxce oa 6v0e ycmanoeena om

HATuMHume OGHHU):
- NOHWKABAHE HA HHBATA HA KPbBHA 3axap ( XHIOIJIHKEMH).

OnKcaHH ca CICIHHTE HEXEIAHH PEAKIIWH, KOUTO Ca A0KIAABAHH OT XOpa, H3II03BalLH JIEKAapPCTRA,
KOMTO ChAbPIKAT CaMO TpaMalosl HJIH caMo napaueTaMoi. Benpeku ToBa, ako H3NUTATE HAKOH OT
TE3M HEXEJlaHU peakLMH, A0KaTO npveMmare Jlopera, Tpabpa aa yseaomure Bawmusa nexap:

- YyBCTBO Ha 3aMasHOCT MPH U3MpaBgHe OT JIETHANO Wil CeAHANIO MOAMKEHHE, 3abaBsiHe Ha
ChPACUHHUS PUTBHM, NMPUNAABLUH, NPOMEHH B all€THTa, MYCKYJIHa cnabocT, 3abaseHo unu
NMOBBPXHOCTHOAMLIAHE, MPOMEHH B HACTPOCHHETO, MPOMEHH B AaKTUBHOCTTA, MPOMEHH BLB
BBLINPHUATHATA, BJIOLIABAHE HA ChbCTOSHHETO HA acTMa,

- MPHEMBT HA NApaleTaMoOs CAMOCTOATENHO HIH €HOBPEMEHHO ¢ aHTHOHOTHKA
GAYIIOKCALMIMH MOXE 1a NPeaU3BMKAa AaHOMAHA HA KPBBTA U Te€YHOCTHTE (MeTaboanTHA
alMao3a C rojiaMa aHHOHHA pa3ildka), KOATO Ce NOABABA, KOraTo MMa MoBHILABAHE HA
n1a3sMeHaTa KHCEMUHHOCT,

- ako u3noassare Jlopera 3aeIHO ¢ NEKAPCTBA, KOUTO €€ U3MOM3BAT 34 pa3pexKiaHe Ha KphBTa
(Hanp. ¢eHNPOKYMOH, BapdapKH) MOXKe Oa c€ NOBHUIH PUCKDBT OT KbpBeHe. Beako
NPOABIKHTENIHO WIM HEOYAKBAHO KbpBeHe TpAOBa He3abaBHO aa ¢e ¢cpobM Ha Bamus nekap,

- B HAKOH PEJKM Ciy4aM KOXKeH 0OpHB, MOKA3Balll AEPruiHa peakLHg, MOXE Aa ce pa3Bue ¢
BHE3aneH OTOK Ha JIMLETO W LLIMATA, 3aTPYAHEHO AHILIAHE HAH cnaJjaHe Ha KPbBHOTO HAIAraHe u
npunaask. AKO TOBa ce ClyuH ¢ Bac, cnpete ieueHUETO W noTbpceTe He3abasHo nekap. He
TpadBa 1a npueMarte JIEKApCTBOTO OTHOBO.

B peaxu cny4au ynorpebara Ha NeKapcTBO OT THIA Ha TPamaaon Moxe aa By Hakapa na cTaHeTe
3aBHCHMH OT HEro, KOETO 4a 3aTPYAHH CIIHPAHETO MY.

B peaxu ciay4yau, XopaTta pHEMaliy TpaManon 3a U3BECTHO BPEME, MOraT Ja ce NMoYyBCTBAT
HEPa3MONOKEHHU aKo CNpaT NpHUeMa My BHe3anHO. Mo)e Aa ce NnodyBCTBAT NMpeBb30yAEHH, TPEBOKHH,
HEPBHHU WIH HECHT'YpHH. Morar ga 6bAaT XHnepakTHBHY, 1a UMAT TPYAHOCTH MpPH 3aCtIMBaHE, 1a
HMaT CTOMAILIHO HIIH YPEBHO HEpasnooxeHue. MHOro Manko xopa chiio Taka 6vxa Mornu aa
M3ITHTAT NPUCTBI HA NMAHUKA, XaJIIOUHHALHHK, HeOOM4aHHH yCELIaHHA KaTo ChpoOeK, , YpaTaR:
H3TPBHBAHE U LIYM B YLIHTE (THHUTYC). AKO H3NUTATE HAKONU OT T€3H CUMITTOMH gHE
Hoperta, Mong ysegoMmere Baiiuna nekap nnu dpapmauesT He3abaBHO.
C HewW3BeCTHA YECTOTA: XbJILAHE.

CEepOTOHMHOB CHHAPOM, KOATO MOXKE 1A C€ MPOKBU KATO NPOMEHH B MCHXUHMY
Bb30yna, XanoUHHAUUK, KOMA), H JPYTH peakiliH, KaTo NOBULLECHA ‘remnepm'yp
HECTAOUITHO KPBbBHO HAIATAHE, HEBONTHO NOTPENBAHE, MYCKY/1HA CKOBAHOCT, HAp
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KOOPAMHALIMATA W/ HAK CbC CTOMALUHO-YPEBHY CHMNTOMM (Hanp. raaeHe, NOBpbLUAHE, OHAPHA) (BHKTE
Touka 2 ,,KakBo TpsbBa na 3HaeTe, npean aa npuemere Jfopera™).

B M3KNIOYMTENTHH Cllyyau KPLBHUTE TECTOBE MOTAT [1a PA3KPUST ONPEACNEHH OTKIIOHEHUS OT
HOpMAaTa, KaTo HanmpuMep, HUCHK Opoil Ha TPOMOOLIMTHTE B KPBLBTA, KOETO MO3KE J1a IOBEe 210
KbPBEHE OT HOCA KNH BEHLIUTE.

MHOro peaky ciaydad Ha CEPHO3HH KOXHH PEAKLIMHK €A AOK/IaABaHH C NapaLeTaMon,

Penku CNyHaHd Ha pCCIUpaTopHa ACTIPECHA Ca AOKNAABAHHW C TPaMaaoJl.

CpobuiaBaHe Ha HeXXENaHH PEaAKLIMK
AKO MOJYYHTE HAKAKBH HEXKEAHH NeKapCTBEHH peakuuH, yeeaomete Bauiug nekap win ¢apmatienr.

Toea BkIOYBA BCHYKH BB3MOXHH, HCOMWCAHY B Ta3H JIMCTOBKA HEXeNaHK peakuMi. Moxerte cblio aa
CHLOOLIMTE HEXKENMaHU peakuMH JHPEKTHO Ype3 HaLMOHATHATA CHCTeMa 3a choblaBaue:
H3nmenHuTeNnHA areHuua no JeKapcTeara

yi. ,.Jlaman ['pyes” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yeOcaifT: www.bda.bg

Kato cbhobluasare HexXenaHU peakLMH, MOXKeTe Aa AajeTe CBOA MPHHOC 34 MoNyYaBaHe Ha rnoseue
UHPOpPMaLIHA OTHOCHO 6€30nacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak aa cexpanssare Jopera
CobxpaHsasaiiTe Ha MACTO, HEAOCTBITHO 33 LA

CbxpaHsaBaHTe TOBa JIEKapCTBO Ha OE30MACHO M CHIYPHO MACTO 3a ChbXPaHEHHE, HEAOCTBLIHO 33 APYTH
xopa. To Moxe Ja MpHYHHHA CEPHO3HO YBPEXKAAHE M Ja € ¢ (aTANHUA NOCASAHLIM 34 XOpa, Ha KOUTO He
€ NpeaAntcaHo.

He n3nonasaiite /lopeta cien cpoka Ha rOAHOCT, 0TOENA3aH BbPXY KAPTOHEHATA KYTHA M OnayMcTepure.
CpOKBT Ha rOAHOCT OTTOBAPA HA NOCACIHUA AEH OT NMOCOUYEHHA MeCeLl.

To3u JICKAPCTBCH NMPOAYKT HC U3HCKBA HAKAKBH CITCUHATHH YCNIOBHUA HA ChXPAHCHHE.

He u3XBLpAAHTE KAKBHTO U Ja € N1€KApCTBa B KAHAJIIM3aUHMATa Wiy B KOHTCHHEPA 33 JOMALIIHY
ornaabud. [lTonuraitre Bawnsa hapMalieBT Kak Aa H3XBBPJIKTE JIEKAPCTBATA, KOUTO BeYe He
M3NOA3BaTe. T€31 MEPKH Llte CMOMOTHAT 3a ONa3BaHe Ha OKOJHATa cpela.

6. Copabpxanne HA ODAKOBKATA H JONBJIHHTEIHA HHQOPMAL AT

Kakpo cpanpxa Jopera
- AKTHBHHTE BELllECTBA Ca TPaMaa0i08 XMAPOXJIOPHA K napaueramon. Beska dunmupaHa
Tabnerka CrABpKA 75 Mg TpaMaAoiaoB XHAPOXIOPU], eKBUBANEHTEH Ha 65,88 mg Tpamanon, 1
650 mg napauetramonn.
- Hpyrure CbCTaBKH ca:
- Aopo na mabremxama: npexenaTAHH3KPaHO LAPEBHUYHO HHULIECTE, HATPYLRE
rMUKONAT (THN A), MUKpOKpUCTaiHa nerynosa (E460) n Marnesues cte e 'y
- Quimoeo noxpumue: xunpomenosa (E464), makporon 400, nonucopods 8
avokeua (E171), )xwnt skeneazen okcua (E172) n uepBeH xeneseH ok
Bwxre Touka 2 ,,Jlopeta cbabpika HaTpHii®.

Kak m3raexaa J.IOPQTII H KAKBO (BIbPAKA ONIAKOBKATA
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Ouamupanure TabaeTku ca 6110 OpaHkKEeBH, OBAJIHH, ABOMHOU3ITbKHAJIH, C LUKPOKA ACJIUTETHA
yepTa OT ABeTe CTpaHH, pazmepu: 20 mm. x 8§ mm.
TabneTkara moxke na Obae pazaesieHa Ha J1B€ paBHHU MOJOBUHM.

[Ipeanarar ce kytuu ¢ 10, 20, 30, 40, 50, 60, 70, 80, 90 u 100 punamupauu Tadbnerku (PVC/PVDC
osn0 donmno, anymuHueBo poaro 6nucrepu ¢ 10 TabneTkn).

[Ipeanarar ce kytum ¢ 10, 20, 30, 40, 50, 60, 70, 80, 90 u 100 dpuamupanu Tabnerku (PVC/PVDC
0510 HoaHO, XapTHA/ATYMHUHHEBO (DOJTHO 3aLLUMTEHH OT Aeua oauctepu ¢ 10 TabieTkn).

He BcHukH BHIOBE OMNAaKOBKHW Morar aa oObaar [MYCHATH HA lla3apa.

[IpuTexkaTes HA paspellieHHETO 3a ynorpeda
KRKA, d.d., Novo mesto, gmarjeéka cesta 6, 8501 Novo mesto, CiioBeHH

IIpon3BoauTe/n

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

ToBa iekapcTBO € paspelieHo 3a ynorpeda B AbpkaBHTe — WieHKH Ha EBponeilickoro
HKOHOMHYECKO NPOCTPAHCTBO MO/ CJIeITHHTEe HMEeHA:

AbpxaBH-1JIeHKH Hme Ha JleKapcTBeHHS NPOAYKT
bbarapus Jlopera

Ecronus, Jlutea, JlarBus, Yewka penyOiuka, Doreta

Yurapus, [lonwa, Pymbaus, Cnoenus, CioBakus

ABCTpHUS Tramadol/Paracetamol Krka
UcnaHus Tramadol/paracetamol Krka
['epmaHus Tramabian

)_IHTH Ha NocCJI€AHO ﬂﬂﬂﬁ]}EHHE Ha JIHCTOBKATAa

05 OktomBpu 2024

[Toapobua nHpopmalms 3a TOBa NeKapCcTBO € NMpeAocTaBeHa Ha yebcaiita Ha UsnbaHuTenHa AreHuus
no Jlekapcteara (MAJI) http://www.bda.bg.




