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JIncroBka: HHpOpMANHA 32 MAIHEHTA

Tpamagoa Kombo 37,5 mg /325 mg puamupanun tabierkn
(TpamMaa0/10B XHAPOXJIOPH] /MapaneTamo.i)

Tramadol Combo 37,5 mg /325 mg film-coated tablets
(tramadol hydrochloride /paracetamol)

IIpoyeTeTe BHHMATEJIHO UAJIATA JHCTOBKA, NPEAH Aa 3aM0YHeTe Ja IPHEMAaTe TOBA JIEKAPCTBO,

ThH KaTO TH CbAbPka BaxkHa 3a Bac nndopmanus.

- 3anaszere Ta3u JUCTOBKA. MoOe J1a ce HaJIOXKH J1a s MPOYETEeTe OTHOBO. '

- AKO UMare HIKaKBH JOMbJIHUTEIHHU BBIIPOCH, MONUTanTe Baluus nekap wiM (papMauesr.

- Tosa nexkapcTBoO € npeanvcaHo aM4yHO Ha Bac. He ro npeorcrenBaliite Ha apyru xopa. To moxe
Jla UM HaBpe/y, HE3aBUCHUMO Ye MPU3HALMTE Ha TAXHOTO 3a00/gBaHe ca chluMTe KaTo Bainure.

- AKO NoJIy4YuTe HIKaKBH HEXEJIaHMU peakluH, yeeaomere Baus nekap unu ¢papmauent. ToBa
BKJIIOYBA U BCHYKH Bb3MOXKHH HEXKEJIaHU peakLMH, HEOITMCAHHU B Ta3H JIMCTOBKA. BHXKTe TOYKa
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KakBo ¢bAbpkKa Ta3H JHCTOBKA

KakBo npexacrasisBa I'pamanon KoM0o U 3a kakBO ¢e U3M03Ba e
Kakso TpsOBa aa 3Haere, npeau aa npuemere Tpamanon Kom6o ,
Kak na npuemare I'pamanon Kombo / D /8006 S |
BBb3MOXXHM HEXEJITaHU peaKLHU B it

Kak na cvxpansiBare Tpamaaon Kombo - P E L5V 17 -08- 7024 |
Cbabp)kaHUE Ha OMAKOBKATa M JOIMBJIHUTEIHA HHpOpMaLins e vmnrempmmmmsmnpessmsiont]

G S T I

1. Kakso npeacrasisisa Tpamaxoa Kom06o 1 3a kakBO ce H3no/13Ba

Tpamanon Kombo e komOHHaums ot aBe 006e300ngBalm — TpamMaa0/ M napaueTraMmosl, KOUTO AeHCTBaT
3aelHO 3a obnekyaBaHe Ha Baiuara 6onka.

Tpamanon Kom60 e npeiHa3sHaveH 3a Je4eHUe Ha yMepeHa 210 cuiHa 6onka, koraTto BaiuusT nekap
PELIEHH, Ye ce Hy>KaeTe OT KOMOMHUpAHETO HA TPaMaJoJl U MmapaueTamoll.

Tpamanon Kom0Oo TpsibBa j1a ce npuema camMo OT Bb3pacTHH, U FOHOWIU Haj 12 roauiinHa Bb3pacT.
2.  Kakso Tpsu0Ba na 3Haerte, npean aa npuemere Tpamagoan Kom6o

He npuemaiite Tpamagon Kombo

— @Ko CTe aJIepruyHH (Mpu3HauuTe Morart aa 6baar KoxkeH oOpMB, 10/1yBaHe Ha JIMLIETO,
3aTPYAHEHO JHMIIAHE WM XPUIIOBE) KbM TPaMaJ0JIOB XHAPOXJIOPH UM NMapaleTamos Wi
KBM HAKOS OT OCTAHAJIMTE ChCTABKK Ha TOBA JIEKapCTBO (M30poeHH B TOUYKa 6);

— MPH OCTPO OTPaBsHE C AJIKOXOJ;

— aKo rnpuemare NnpUCIUBaTe/IH|, O0JIKOYCNOKOsABALLH JIeKapCcTBa (KOWTO MOBJIMABAT
HaCTPOEHHUETO U eMoLMUTE BH);

— aKo IMpUeMare JIEKapcTBa, Hape4eHH MOHOAMUHOOKCHAA3HU UHXUOUTOPH (MAO HHXHOUTOPH,
M3I10JI3BaHH 34 JICYEHHE Ha Jernpecus U 0osiecT Ha | lapkMHCOH) WM CTe NpUeMasii Tak1uBa
[MOCJIETHUTE JABE CEAMMULIM;

— aKO CTpazare OT TEXKKO 4epHOAPOOHO yBpex1aHe;

— aKO UMaTe EIUJIETICHA, KOATO HE HE IOCTaTh4YHO N00pe KOHTPOJIMpaHa ¢ MoM
JieKapcTBaTa, KOMTO MpUeMare.

IIpeaynpexaeHns H npeAnasHu MepKH
["'oBOpere ¢ Bamuus nekap wnu papmauest, npeau aa npuemere Tpamanon Kom6

— AKO npuemare ApyrH J€KapCcTBa, ChAbpiKallld NapaleraMos U TpaMajon; N w o
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— Ako uMare yepHoapoOHU NpobieMH UK 4epHOAPOOHO 3abonaBaHe UK aKo cTe 3abengasanu
NOXBATABAHE HA OYUTE U KOXKATa CH. TOBa MOXE J1a C€ ABJIKK HA XKBATCHHLIA WM TTPOOIIEM C
KNBYHHTE MbTHWIA;

~ AKo uMate OBLOpeuHH NpodlieMH;

— AKO UMaTe MHOTO 3aTPyAHEHO AUILAHEe, HAlMp. aCTMa HIIH TeXKH OenoapobHu npobliemu;

— AKO CTe eNMUICMTHK UMK CT¢ UMaNU NPUNAAbLH WIH MbPUYOBE;

— AKO HAacKopo CT€ HMajld TPaBMa Ha IJaBaTa, LWOK WK CHUIIHO rNaBo0osIHe, NPUAPYKEHO WIH HE C
NOBPBILAHE,

— AKO cTpanaTe OT JIEKapCTBEHA 3ABUCHUMOCT KbM BONKOYCHOKOABALLN NeKapcTBa, HAMpP. MOPGUH;

— AKoO npuemare nekapcersa 3a obnekyeHue Ha Oonka, chbabpxaiy OynpeHopduH, Hanbyduu Unu
NEHTa30LHH;

— Axo Bu npeactou aHecTesus (ynokka). YeeaoMmere Bawiuns nekap unu 3pbonekap, uye npyueMare
Tpamagon Komb6o;

— AKO €Tpaaare OT ACNPECHA Y NPUEMATE AHTHAETIPECAHTH, Thid KATO HAKOMW OT TAX MOrarT Aa
B3aMMOACHCTBAT ¢ TpaManon (BuxkTe ,,/Ipyru nekapctea n Tpamanon Kom6o*).

AuxateJHH HApYLICHHA 110 BpeMe HA ChH

Tpamaaon Kom00 Moxe Aa NpUYMHN AMXATEIHU HAPYLSCHHA O BpeME Ha CbH, KaTO CHEHHA afHes
(CMMpaHe Ha AUILIAHETO MO BPEME Ha CbH) U XMITOKCEMHUA (HUCKO HMBO HA KHUCJIOPO/A B KPBLBTA) 110
BpeMe Ha CbH. CHMNTOMHUTE MOraT /a BKIKOYBAT CIHPAHE HA AULLAHETO MO BPEME HA CbH, CHOYXKAaHe
Mpe3 HOLITA NOpaAn HEAOCTUr HA Bb3AYX, TPYAHO NOAABPXKAHE HA CbHA WIKM NPEKOMEPHA CbHIAHBOCT
fpe3 JeHsa. AKO BUE WM ApYro Juue 3abesiexxuTe Te3n CUMITTOMHU, CBbpXKeTe ¢¢ ¢ Bauina nekap.
BauaT nexkap Moxke 1a OOMHCIHA HAMaNABaHe Ha 103aTa.

AKO HAKOE OT rope usdbpoenute ce orHacs 3a Bac, nokato npuemare Tpamanon Kombo, yeepere ce, ue
BatunsaT siekap 3Hae 3a ToBa. 10H/ T4 e npeueHu aanu Tpadea 4a NnpoAb/HKUTE IEYEHHETO CHU ¢ TOBA

NeKapcTBO.

["oBopeTe ¢ Bawiug nekap, ako nonyuuTe HAKOH OT CeAHUTE CUMIITOMM, JOKaTO NnpHemare Tpamanon
Kombo:

[IpekxoMepHa ymopa, 3aryba Ha aneTuT, CHNHa KOpeMHa O0naKa, rajicHe, NOBPbLLIAHE HIIH HHUCKO
KPBBHO HajisraHe. ToBa Moxke 1a O3Ha4aBa, ye UMaTe Haa0bOpeyHa He10CTaThYHOCT (HUCKHU HHUBA HA
KOPTHU30J1). AKO UMATe TE3H CHMITTOMH, CBbpXETE ce ¢ Baluus nekap, KoiTo we pelny aany tpadea aa
npvemare 100aBKa CbALPKALLA XOPMOH.

CbuiecTBYBa MAJTBLK PUCK OT NMOABaATa Ha Taka HapeuyeHUs CEPOTOHHHOB CHHAPOM, KOWTO MOXKe Ja ce
OSBH CJIEJ NPHEM Ha TPpaMagof B KOMOKHALIMA ¢ ONPeIEAeHH aHTHACNPECAHTH, WIH CAMO Ha
TpaMazon. HezabaBHO NOThpPCETE MEAUUMHCKA NOMOLIL, aKO UMATE HAKOH OT CUMIITOMUTE, CBBP3aHMU C
TO3H CEPUO3EH CHHAPOM (BHKTe TouKa 4 ,,Bb3MOKHH HEXKeEaHU PeaKklMn®).

[lpBHKBaHE, 3aBUCHMOCT H NPUCTPACTABaHE

ToBa nexkapeTBO ChAbpAKA TPAMaaosl, KOWTO € ONMUOUAHO AeKkapcTBo. MHorokparnara ynorpeba Ha
ONYOOH MOXKE A4 AOBEAC [0 HaMaliaBaHE Ha e(DeKTUBHOCTTA Ha JIeKapCTBOTO (MPUBHKBATE KbM HErO,
W3BECTHO KaTO JIEKAPCTBEH TONepaHc). MHorokpaTHaTta ynorpebda Ha [MMe Ha NPOAYKT]| MOXe CbLo
na JOBEAC A0 3aBHCHMOCT, 3/10YNOTpeda U NpUCTpAcTABAHE, KOUTO MOXKE J1a JOBEIAT A0
’KHBOTO3aCTPAaLIaBaLIO Npego3Hpane. PUCKBT OT Te3U HEXKETAHH PEaKiHK MOXKE [a C€ YBEJIMYHU NpH
MO-BUCOKA A03a M NO-rofisMa NpoAb/DKUTENHOCT Ha yIioTpedara.

3aBMCUMOCTTA WM MPUCTPACTABAHETO MOXKE Ja Bu HakapaT na novyyBcTBaTe, Ue BeUe HE MOXKETE 1a
KOHTPOJIMpaTe KAKBO KOJIUYECTBO OT JIEKAPCTBOTO TpsAOBa Aa NpUEMETE MK KOJIKO 4ecTo TpabBa aa ro
NpUEMATE.

PUCKBT OT pa3BUMTHE HA 3aBUCHMOCT WJIH NIPHUCTPAcTABAHE € pa3HUECH NPH Pa3IHYHHTE X
BBL3M0OxHO € 1a hmaTe No-rofiaM pUcK OT pa3BHTHUE HAa 3aBUCHMMOCT WM NPUCTPACTABA
NpoAYKTa], aKo;

* Bue nau npu Hako# ot Bawero cemeilicTBO HAKOra cTe 3ﬂ0ynﬂTpeﬁﬂBaﬂH WK CTE

(,,anCTpaCTH BaHe™)
* CTE Ny1Iay



* cTE UMATH NpodNEMH C HACTPOECHHUETO (ACTIPECHA, TPEBOKHOCT UK PasCTPOUCTBO HA JIMYHOCTTA)
WJIK ¢T€ DMK NeKyBaHHW OT NCUXHUATHP 328 APYrH NCUXHYHU 3a00N19BaHHUS.

AKO 3abesnexXuTe HIKOH OT CIEeIHUTE fIPU3HALM, JOKATO NpUeMarTe [MMe Ha MpoayKTa], TOBa MOXKeE J1a
e MPU3HAK, Y€ CTE Pa3BHIIH 3ABUHCUMOCT WK CTE fIPUCTPACTEHH:

* Umare Hy>»K1a na npyeMare aekapCTBOTO NO-ABJAN0, OTKONKOTO By € nocheeTsan Bawunda nexap

* UMaTe HyK/Ja 1a npyHeMare NoBede OT Nnpenopb4dTeERHaTa 1034

* U3non3BaTte nekapCcTBOTO O NPHYMHMA, Pa3NIMUHY OT TE3H, 32 KOUTO BH € npeandcaHo, Hanpumep
,Ja C€ YCNOKOUTE™ WiH ,,4a B nomorne ga 3acnure™

* [I[paByunn ¢Te MHOTOKPaTHH HEYCHNEWIHH ONUTH J1a CIIPETE HJIKM [1a KOHTpoaupare ynotpebara Ha ToBa
JIEKapCcTBO

« KoraTto cnpete aa npyeMare JieKapcTBOTO, HE C€ YYBCTBaTe J100pe W ce YYBCTBATE MN0-100pe, KoraTo
3AM0YHETE OTHOBO J1a [PUEMATE JIEKAPCTBOTO (,.¢(PEKTH HA OTHEMAHE™ ) |

AKO 3a0eneKuTe HAKOU OT Te3d NpH3HaUK, roopeTte ¢ Bawuud nekap, 3a 1a odbcbauTe no-a00sp 3a
Bac HauWH Ha neYeHHE, BKITHOUYHUTEIHO KOra € noaxoasiuo Aa Crpere NPHEMa M Kak a 'o HamnpaBHTE
no He3onaceH HaYMH (BUXKTE TOYKA 3 ..AKO CTE Cripesiv npuemMa Ha | UMe Ha npoaykraj™).

[IpuBHKBaHE, 3ABUCHUMOCT Y NPUCTPACTIBAHE

Tosa nekapcTso ChAbPIKA TPaMago)l, KOHTO € ONHOUAHO fiekapcTrRo. MHorokpaTHaTta ynotpeba Ha
ONKHOJN MOJKE 1A A0BEAES A0 HaMaNlABaHe Ha e(PEKTHBHOCTTA HA NEKAPCTBOTO (NPUBHKBATE KbM HErO,
M3BECTHO KAaTO NEKAPCTBEH TosepaHc). MHorokpaTHara ynorpeda Ha Tpamanon Kombo Moxe ¢blio
Ja AOBEAE A0 3aBUCHMOCT, 31oynorpeda U rpucTpacTapadHe, KOMTO MOXKE Ja A0BeAar A0
YKHKBOTO3acTpallaBalio Npeaosupade. PUCKEBT OT TE3W HEXEAHU peakLiHH MOXKE [1a C€ YBEJIUYH [IPH
NnO-BHCOKA J03a MU M0-rofsaMa NPOALIKUTENHOCT HA ynoTpebara.

3aBHCHMOCTTA WJIH NIPUCTPACTABAHETO MOXE Aa BH HakapaT na NOYYBCTBATE, Y€ BEUE HE MOXKETE Ja
KOHTPOJIMPATe KAKBO KOJIIMUYECTBO OT JIEKApCTBOTO TPAOBA 1A MPHEMETE WK KOJIKO 4€CTO TpadBa Aa ro
fpyemare.

PUCKBT OT pa3BMTHE HA 3aBUCUMOCT KIIH NPUCTPACTABAHE € Pa3IHYEH NPH PAIHYHUTE XOopa.
Bh3mMoXKHO € Aa MMATE MO-TOAM PUCK OT Pa3BUTHE HA 3aBUCUMOCT WITH MPUCTPACTABAHE KbM
Tpamaaon Kombo, ako:

* Bue unu npu Hako# ot BaweTo ceMeHCcTBO HAKOra CTe 310ynoTpedsBaiv WK CTE OHIY 3aBUCHMH
OT aNKOXOJ, JIEKAPCTBA, OTIMYCKAHH 10 JICKAPCKO NpeANnvcaHue, W HE3aKOHHU BELLECTBA
(,.IpUCTPACTARAHE™),

* CTE NYLUAY;

* CTE UMATH NMTPODIEMH C HACTPOEHHETO (AENPECHA, TPEBOXKHOCT HIH pa3CcTPOHCTBO Ha JIKYHOCTTA)
WJIK ¢Te OWAH NeKyBaHH OT ICHXHUATBLP 34 APYTH NCUXHYHH 3a00NABAHUS,

AKoO 3a0enexKuTe HAKOH OT ClIeAHUTE NpU3HaUM, AoKaTO npuemare Tpamanon Kombo, ToBa Moxke na e
MPH3HAK, 4€ CT¢ Pa3BUIN 3aBHCUMOCT WJIHM CTE NPHCTPACTEHU:

» UmaTe Hyx1a Aa NpyeMarte NeKapcTBOTO NO-AbJAT0, OTKOJKOTO By € nocbvBeTsasl Bauina nekap;

» UMaTe Hyxaa 1a NpUeEMaTe NoBeye OT NPenopbLUYHTENHATA 1034,

* U3non3eate 1eKapCcTBOTO MO NPHYHUHH, PAa3NMYHU OT Te3d, 3a KOUTO B € npeanvcaHo, Hanpumep
.14 C€ YCNOKOUTE™ WIH ,.4a B1 noMmorue na sacnure™;

* [lpaBHMAM CT€ MHOTOKPATHH HEYCNELLIHH ONHTH 4a COPETE WK Ja KOHTpOnupare ynorpedara Ha TOBa
NEKApCTBO:

« Korato cnpeTte na npuemare N1eKkapcTBOTO, HE C€ 4yBCTBaTE A0OpE M ce YyBCTBaTeE Mo-100pe, Korato
3aroyHeTe OTHOBO /1a NPHEMATE NEeKapPCTBOTO (,,ePEeKTH HA OTHEMaHE™);

AKO 3abeflexXHUTe HIKOH OT T€3W Npu3HaUH, ropopete ¢ Bawuns nekap, 3a a1a obcbaure no-a00wp 3a
Bac HauKMH Ha neueHue, BKIIOYHTENHO KOTa € NOAXO0AALI0 Aa cnpete NpyMeMa ¥ Kak Ja ro HarnpaBUTe
no HezonaceH HaUMH (BWXTE Touka 3 ,.AKo cTe cripenyd npuemMa Ha Tpamaaon Kombo™).

lena B HOLIH
Tpamanon Kombo He ce ripernopbusa 3a ynorpeda ot geua nox 12 roaun.

Apyru nexaperea H Tpamanon Kom6o
Undopmupaiite Bauivs nekap unu apmMaueBT, aKo NpHEMATE, HACKOPO CTE NpHeMain/
Bb3MOXKHO J1a [IPHEMATE APYTH JIEKApCTBA.




Basxno: ToBa 1eKapcTBO ChALPXKA TPaMaaoa H napaneramoli. Kaxere na Bamua aexkap ako
npHeMaTe APYrH JeKAPCTBA, ChALKAILIH TPAMAA0./ HJIM NAPaleTaMo0/1, 32 12 He ObaaT
HAABHIIABAHH MAKCHMAJIHHTE AHEBHH A03H.

He tpsabea na npuemare Tpamanon KomM00 €eaAHOBPEMEHHO ¢ MOHOAMHUHOOKCHAA3HH HHXHOUTOPH
(MAQO unxndbutopu) (BUxTe pazaen ,.He npuemaiite Tpamanon Kombo*™).

Tpamagon Kom6o He ce npenopbyBa B KOMOWHALNWA C:
— KapbamazenuH - n3no13Ba ce 3a neveHue Ha eNUIencHs WK daluvania HeBpairua (CHITHH
npUcTLNU Ha 00nka B obnacTTa Ha NUUETO); |
— oynpeHopdnH, HanbyduH, nenTazoumH (onnatiu odezdonsapaim). Od6e3donsBaLmMAT edekr
MOXe aa Obae HaMaJIeH.

PUCKBT OT HEXENnaHM peakUMH C€ YBENHUYABRA, aKO €/1HOBPEMEHHO NMPREMATE HAKOE OT CICAHHUTE

JIEKApCTRA:

— TPHUNTAHH, U3NOJI3BAHU 33 IEYEHHUE Ha MUTPEHA HJIH CENIEKTHBHH NHXHOUTOPU Ha 00paTROTO
3axBalllaHe Ha cepoTOHMH (SSRI), uanonzsanm 3a neyeHue Ha aenpecus. ['osopere ¢ Bawus
NeKap, ako U3MUTBaATe 00BPKAHOCT, D€3NOKOHCTBO, TEMIIEPATYPA, NOTEHE, HEKOOPAUHUPAHH
JABUXKEHHA Ha YCTHUTE UK OUUTE, HEBOJTHO CBUBAHE HA MYCKY/IUTE WU NUapU3,;

— Apyry obe3bonsBauln Kato MOpQHH Y KOACHH (U3MON3RAH NpH Kawiuua), baknodeH
(MYCKYJIEH penakcaHT), N1eKapCcTBa 3a JICHEHHE Ha BUCOKO KPbBHO HAJIAraHE, AHTHAETIPECAHTH
MJTH JIEKAPCTBA 3a JICYEHHE Ha ajieprui. Moxke Aa npeAn3BUKaT CbHAKBOCT U OTnaaHanoct. B
TaKbB CNydan, uHpopmupaiite Bawusa nekap;

— aKO MpueMare ornpeaesieHU aHTuaenpecadTH, Tpamaaon Kombo Moxe na

— B3aMMOJCHCTRA C TE3MU JIEKAPCTBA, U Npu Bac MOXe 1a ce nposaBH CEPOTOHUHOB CUHAPOM
(BIKTE TOYKA 4 ,,BB3MOKHY HEXKENAHH PEAKLMK). ;

— JlekapcTBa, KOMTO MOXE 214 NPEAM3BUKAT MbPUYOBE (MPUNAABLLUM), KAKBUTO € HAKOH
AHTH/IENPECAHTU, AHECTETHULIM, AHTUTICUXOTHLIM, HEBPONENTHUM (JIEKAPCTBAa, KOMTO NOBJIUABAT
Cb3HAHUETO) UNU OYNPOMUOH (M3NOA3BAH 3a CMHUPAHE HA TIOTIOHOMNYLEHETO). PHCKBLT OT
MOABA Ha NMPUNAAbLLHK € NO-TrOnA8M, Korato npuemare Tpamaaon Kombo eaHOBpEMEHHO.
Bawusar nexap e npeuenn pany Tpamanon Kom60 e noaxonsw 3a Bac;

—~ BapgapHiH UK GeHNPOKYMOH (3a pa3pexkaaHe Ha KpbBTa). EQekTHBHOCTTA HA TE3M NIEKapCTBa
Moxe a 6bae NpoMeHeHa U Jia ce NOABH KbpBeHe (BHxKTe Touka 4). Besako HeouakBaHO WM
NPOABLIKUTENHO KbpBeHe TpaAOBa na 6bae noknaBaHo He3abaBHO Ha Baiuus nekap;

— (GAYyKIOKCAUUIHUH (AHTHOMOTHK), Thit KATO CHLIECTBYBA CEPUO3EH PUCK OT OTKIIOHEHHS B
KPbBHHTE MMOKA3aTENH W allKaJIHO-KUCEJIMHHOTO paBHOBEcHe (MeTabONMUTHA allMA03a ¢ roJifimMa
aHMOHHA pa3JivKa), KOETO U3MCKBA CNENIHO IEYEHUE U MOXKE 1a CE MPOABH 0CODEHO TpH
NALUEHTH ¢ TEXKa CTEeNeH Ha 6vOpeuHo yBpexK1aHe, cenchuc (Korarto DaKTepuHu U TEXHHTE
TOKCHHHM ca MMoMNajHalH B KPLBOOOPpalllEHHETO, KOETO BOAM A0 YBPEKAAHE Ha OPraHHUTeE),
HEAOXpaHBaHE, XPOHHUUECH aNKOXOJH3bM H NpH ynoTpeda Ha MakCUManHaTa JHEBHa 1034
napaleTamorl.

EnnospemeHHata ynortpeba Ha Tpamaaon Kombo 1 cenatuBHYU nexaperBa kato O€H30AMa3ENMMHNA HITH
CPOXHHU JIEKAPCTBA MOBUILIABA PUCKA OT CHHAMBOCT, 3aTPYAHEHHA B RMUIAHETO (pECUpATOPHA
Aenpechs ), KoMa U MOXKe aa Obae xKuBoTo3actpaluasawia. [lopaau Topa enHOBpeMeHHaTa ynorpeda
TpaOBa aa ce UMa NpeaBna caMoO KOraTo He ¢a Bb3MOMKHHW APYTIH Bb3MOXHOCTH 3a JIEUEHHE.

Ako obave Bawnat nexkap npeanucea Tpamaaon KoM00 3aeHO ¢bC ceJaTUBHMU JeKapeTBa, 103aTa H
NPOABIHKATENHBOCTTA HA CHIIBTCTBALLOTO JIeHeHHE TpAOBa Aa ObaaT orpaHMueHd oT Bauus nekap.
Mons, HH(popMmuapadTe Bauins siekap 3a BCHUKM C€ZaTUBHM JIEKAPCTBA, KOUTO NMPUEMATE, U CNeABA
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- MeTtoxnonpaMua, AOMNEPHAOH UM OHAAHCETPOH (JIeKapcTBa 3a NeY€HUe Ha ra
MNOBPLIUAHE),
- XonecTHpaMHH (JIEKAPCTBO 3a HAMATABAHE Ha XOJIECTEpoJia B KPLBTA),
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- KeToKOHAa301 UM epUTPOMHLIMH (JIEKApPCTBO 3a JICYEHHUE Ha MHPEKLHH);
- ["abaneHTHH UK perabaivy 3a neveHUe Ha enuaencus unu 0oJika, AbJKALLA ¢e Ha NpodyieMu
¢ HepB (HeBponaTh4Ha 00J/1Kka)

BawudT nexap uie onpeaesd KO IeKapcTBa MOXe Aa NpHEMATe eaHOBpeMeHHO ¢ Tpamanon Kombo.

Tpamanon Kom0o ¢ xpaHa, HANHTKH H 2JIKOXO0.]
[1pu npuem Ha Tpamanon Kombo Moxe na novyBCcTBaTe ChHIMBOCT. ANIKOXOJBT MOXE 14 3aCWIH
4YBCTBOTO HAa CHHAMBOCT NpH eAHOBpeMeHHUa npueM ¢ Tpamanon Kombo.

bpemennoct, KbpMeHe H QepTHIIHTET

AKo cTe OpeMeHHa AN KbPMHTE, CMATATE, Y€ MOXKE 1A cTe OpeMeHHAa WM njlaHupaTe OpeMeHHOCT,
nNoceBETBalTe ce ¢ Baluug nekap wnu ¢apmauest npean ynorpedata Ha ToBa nekapctso. [1py
reobxoaumMocT, Tpamanon Kombo Moxe ga Obae npunarad no BpeMe Ha GpeMeHHocT. Tpadsa na ce
M3MOJI3Ba Hal-HHCKaTa eeKTUBHA 103a 3a objeKkyaBaHe Ha DoaKaTa 3a Bb3MOXKHO Hakl-KpaThK NE€PHON
oT Bpeme. CebpikeTe ¢ Bauiua nexap, ako 6onxarta He € OBlaAsHa 4 UMATe Hy»KAa 1a NpHUeMare
JIEKAPCTBOTO HA MNO-HYECTH UHTEPBAJIH OT BpEME.

bpeMeHHOCT
Toit kaTo Tpamagon Kombo chanpxa Tpamagon, He TpadBa 12 npHemaTe TOBAa JIEKAPCTBO MO
BpeMe Ha OpemMeHHOCT. AKO 3a0peMeneeTe 110 BpeMe Ha JieueHHe, KOHCYATUpaiite ce ¢ Bamus nexap.

Knpmene

Tpamanon ce oraens B kbpMara. [lopaau tasv npruynna He TpadBa na npuemare Tpamaaon Kombo
NnoBeYe OT €IUH [ThT 110 BpEME Ha KbPMEHE MIIK KaTO aNTePHATHBA, ako npuemere Tpamaaon Kombo
oBeve OT €JHH BT, TPADBA Ja cnpeTe J4a KbpMHUTE. AKO e Hallara NpoAb/DKUTENEH TIPHEM,
KbPMEHETO TPA0Ba Na Ce NpeyCTaHOBH.

DepTHANTET

OnuteT OT ynotpedara npu xopa npeanonara, 4ye TpaMaaon He OKazsa eBeKT BhPXY MBIKKHA H
XKeHckus deprunuTteT. Hama AaHHM 32 BNUAHUETO Ha KOMOWHALIMATA M TPAMaJ0J Y [1apaLeTaMoll
BLpPXY QepTUNUTETA.

IlHlodupane n pabora ¢ MAILHHHA
Tpamanoa Komb0 MoXe aa npean3BUKa CHHANMBOCT, KOATO MOXe [a MOBNHse Ha cnocobHocTTa Bu 3a
0¢e30nacHO WodHpane v paboTa ¢ MalllMHM.

Tpamanoa Kom6o cbabpxka HaTpRii
Tosa nekapcTeo cbabpKa no-mManko ot | mmol ratpui (23 mg) Ba TabneTka, T.€e. MOXKE 1a ce Kaxe,
4e MPAKTHYECKH He ChAbpPa HAaTPHH.

3. Kak pa npuemarte Tpamaaoa Kom6o
ByHary npreMaiTe TOBa 1€KapcTBO TOMHO KakTO Bu € kazan BawusT nekap. AKo He CT€ CUTYPHH B
HeLo, nonyuTalTe Balius nekap uam gapmauesrt.

[Ipean 3anouBaHe Ha NEYEHNETO M PEAOBHO 10 BPEME HA NedeHUeTo Baluuar nekap e o6¢bxaa ¢
Bac kakeo Moxe na oyakeare ot ynorpedbara Ha Tpamagon Kombo, kora v konko awaro tpabsa aa ro

nMpUeMare, Kora f1a ¢e CBbpKeTe ¢ Balug nekap 1 xora tpadBa aa ro cnpere (BHXKTE CBLIO TOUYKA 2).

Tpabsa na npuemare Tpamagon Kom60 3a Bb3IMOKHO Hal-KpaThK NEPHOA OT BpEME.

Hosuposkara Tpa0Ba pa Opae cbobpaseHa cbe cunara Ha OonkaTa 1 MHAWBHYATHATA
4YBCTBHTEIHOCT Ha NauueHTa kbM bonku. Tpabsa na ce M3non3sa Hal-HUCKATa Bb3M
HeoOXoaMMa 3a OBJIAAABAHE HA CUMITTOMMTE.

OcBeH ako He e npeanucado Apyro ot Bawuns nekap, oduuailHaTa HaYaiHa 4034 34 B
IOHOWH Haa |12 roguHu € 2 TabneTky.




[pu HeOOX0AMMOCT, MOXKE Na NpHeMeTe noseye TabnerTku crnopea npenopbLkUTe Ha Bawminsa nekap,
KATO HHTEPBAIBT MEXIY ABETE A03M Ja ObAe HE NO-MaNbK OT 6 yaca.

He Tps0Ba na Haasnimasate npuem ot 8 Tabnerkn Tpamanoa KomOo 3a eann aen.
He Tps0Ba na npuemare Tpamanon Kombo Ha no-uectv HHTEpBaiK, OTKONKOTO Bawusar nekap e
npeanucan.

(CTapyecka BbL3pacT

llpn nauneHTH B cCTap4yecka Bb3pacT (Hag 75 roAMHH), ENUMHHHPAHETO Ha TPaMaao)l Moxe na Onae
3abaseHo0. AKO TOBa ce oTHacs 3a Bac, Moxe na ce Hainoxu BawusaT nekap pna ysennuu uHtepsana
MEXKAY NPHEMHTE.

HephoapoOHo yBpexkaane (HeJoCTATbYHOCT)

[lanreHTH ¢ TeXKa YepHOApoOHa HeaocTaTbUHOCT He OMBa aa npuemat Tpamanon Kom6o (Bukre
pazaen ,He npuemaiite Tpamanon Kom6o™). Ako pbB Baming cnyuaiixx yeBpexIaleTo e nexo o
ymepeHo, Bamnar nekap moxe na Bu npenopbua yan/kaBaHe Ha BpEMETO MEXKAY OTAETHUTE A03U.

b1uOpeuHo yBpexkaaHe (HENOCTATbhb4HOCT)
BaumusT jiekap MOXe A2 NPElEHH YALDKABAHE Ha HHTEPBAA MEXKAY NpUeMuTe nNpu 6u0peyHa
HEAOCTATBLYHOCT.

Ynotpeba npu geua v IOHOLUK
Tpamanon Kombo He ce npernopbyusa npu acua noa |2 roauHM.

HauydH HA NPHIOKEHHE

Tabnerknre ca npeaHasHayeHK 3a NEPOPATHO NPHIOKEHHE.

Tabnetkwre TpabBa Aa ce NOMTLLIAT LEJH, C RAOCTATLYHO KOIHUECTBO TeuHOCT. He Tpadea na ce
YYNAT WKW AbBYAT,

AKO cMATaTe, ue edekrbT Ha Tpamanon Kombo e npekaneHo chiieH (Hanp. BOAM A0 CHIIHA ChHAMBOCT
WJIM 3aTpyAHEHHE Ha JUIDAHETO) UK Npekaieno cnab (Hanpumep Balnara 6onka He € 10cTaThuHO
oOnekyeHa), noTbpcere Bamusa nekap unu gpapmauest.

AKO CTe TIpHeJIH NoBeYe oT HeoOxoaumara ao3a Tpamagon Komoo
B Takuea cnyuan TpadBa na ce cebpikeTe ¢ Bawius nekap uaw gapmauest. ima puck ot uepHoapoBHO
yBpeXaaHe, KOeTO MOXKE 1a c€ NPORBMH HA NMO-KbCEH €Tall.

AKO ¢T¢ nponycHaaH aAa npuemere Tpamagzoa Komoo

AKo cTe 3abpaBUNH na nipueMeTe eaHa TabneTka, MMa BepoATHOCT Oonkara Bu na ce sb3o6HoBH. He
B3eMaMWTe ABOHHA /1034, 32 Aa KOMIIEHCHPATE NPonycHarata TableTka U NPOALIKHTE NEYEHUETO NO
obuuaiinyg HauHH.

AKo0 cTe cnpesn npHema Ha Tpamagoa Komo6o
OOUKHOBEHO HE C€ OYAKBAT HEXENAHH peakltin Clie] CnUpaHe Ha JedeHueTo ¢ Tpamaaon Kom6o. B
PEAKH CiyyaH, obaue, NalMeHTH, IpUEMaIH TpaMaaoll MPOIbLBKHTEIHO BPEME, MOXKE 14 CE
MOYYBCTBAT 371€ CJI€A BHE3ANMHO CIHPAHE Ha NEUYEHUETO (BHKTE TOUKA 4“°Bb3MOXHU Hexenauu
peakury™). AKO CTe npuemany abaro speme Tpamanon Kombo, Tpsbea aa kaxere Ha BawmaT nekap,
aKO UCKaTe Ja cnpeTe NEUESHHETO, 3alll0TO KMa BEPOATHOCT 32 HEHYKHO Pa3BHUTHE HAa HEXKeNaHH
peakLUy (CUMIITOMH Ha OTHEMAaHE).

AKO MMAaTe HAKAKBH AOMBbIHUTENHU BLAPOCH, CBBP3aHK C yNoTpebaTa Ha TOBa JleKa
Baiwuus nexap wau gpapMauesr.,

4. Bb3MOKHH HeXXeJIAHH peaKlHu SR i Aok S
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MHoro 4yecTu: MOKe ja 3acerHar noeeue ot | na 10 nauvexTH
e llpunolnasane;
¢ 3aMAaAHOCT, CbHIMBOCT.

YecTu: MOXe aa 3acerdar ao 1 Ha 10 nauueHTH

® NOBpbBLUAHE (NPUIOLIABAHE), NPOOIEMH C XPAHOCMHUIAHETO (3aneK, QUIaTyNeHLHs, qHapHs),
KOopeMHa Donka, CyXoTa B yCTaTa,

® W3NOTABAHE, ChplOeXK;
e rnabobonue, TpLNKY;

® 00BbPKAHOCT, HApYLUIEHHE Ha ChHA, NPOMEHH B HACTPOEHUETO (OE3MOKONCTBO, HEPBHOCT,
MPUTNIOBAUTHATO HACTPOCHHUE).

HeuecTu: Moxe J1a 3acerHar Ao | va 100 naumeHTH
® YYECTEH ITyJIC WK BUCOKO KPBBHO HANIAraHe, NAJNUTALNH, HENPABUIEH ChPACHEH PUTHM:
® HapyuleHO YPHHHUPAHE,;
® KOXKHM peakuMH (Harnp. oOpHB, KONPHUBRA TPECKA);
® NOTpenBaHe, CKOBAHOCT MIIH MPABYYKAaHE H H3TPLIIBAHE HA KPAMHUILIUTE, LIIYM B YILIKTE,
HEBOJIHH MYCKYJIHH CbKpallleHUA,

¢ NENPECHA, KOLUMAapH, XaTIOUHMHALUKUH (HyBaHe W BH)KAaHE HA HECHLUECTBYBALUM Hellla), 3aryba Ha
namerra;

® 3ATPYAHEHO NMPENTbLUaHE, XbPBABY H3NPAOKHEHHS;
® TPBINKU, TOIUIU BBLJIHH, DO/IKA B I'bPIHTE;
® 3aTPYAHEHO AMIIAHE,

Peakun: moxce na 3acerdar no |1 va 1000 nauueHTH
¢ [pUNAABbLH, JIUNCA HA KOOP/IWHALIMA Ha ABHIKEHHATA,
® JIEKaPCTBEHA 3ABUCHUMOCT, IICTHPHYM,
® HapyuleHHA Ha peuTa;
¢ 3aMBIIICHO BWXK/aHE, CBHBAHE HA 3EHHULMTE (MHO3a), PasLIMpABaHE HA 3eHULUTE (MUIpHA3a);
® npexonHa 3aryba Ha ¢h3HaHHEe (CHHKOM).

C Hen3BeCTHa vecToTa (OT HANHYHUTE AaHHH HE MOXKe 1a Obje RanpaBeHa OLUEeHKa)
® NOHWXEHa KPbBHA 3axap (XHNOriukKeMHa);
® XbLJILAHE;

* CepOTOHUHOB CHHPOM, KOHTO MOXE 1A C€ NPOSBH KAaTO NPOMEHM B MCHXWUHHUS CTATYC (HANp.
Bb30yAa, XaNloUMHAKK, KOMA), W APYTH PeakiMy, KaTo NOBHIUEHA TEMIIEPaTypa, YCKOPEH
nync, HeCTaOUMHO KPHBHO HAATaHE, HEBOJTHO NOTPEMNBAHE, MYCKYJIHA CKOBAHOCT, HApYylUEHHE
Ha KOOPAHHALMATE H/HNW CbC CTOMALLHO-YPEBHM CHMNITOMHM (HAIp. rafieHe, NOBPbLLAHE,
Auapus) (BWkTe Touka 2, Kakso Tpsa0Ba na 3Haete, npeau aa npuemere Tpamanon KomGo®).

CleannTe HeKeNaHH PeaKIHH ca JOKJAABAHH OT NAUMCHTH NPH YHOTpebaTa HA NeKapcTBa,
ChAbPXKallH TPaMaaoJ HIH napaneraMol. Tpadsa na xaxere Ha Bamug ekap, aKo yceTHTe
nosiBa HA HAKOE 0T ChCTOAHHATA, ONUCAHH NO-A0.1Y, 10KaTo npuemate Tpamazoa KombGo:

¢ 4YBCTBO Ha 3aMalBaHe NpH W3NpaBsHe OT NETHATIO KK CeAHANO NOJIOKEHHE, 3aDaBeH nyJic,
NpUNaabUY, NPOMsHa B aMeTHTa, MyCKYyJIHa ¢nadocT, 3a0aBeHO UMK NOBBLPXHOCTHO AHILAHE,
MPOMEHH B HACTPOCHHETO, MPOMAHA B ABHXKEHUATA, MPOMSAHA BbB BL3NPUATHUATA, BJIO
Ha acTMa;

® B peJIKH C/TyYaH — KOXKEH OOpPUB, KOWTO € NMPHU3HAK 3a alepruuHa peakLHs, MOX
M BHE3aIHO NMOAYBaHE HA IMLETO W BpAaTa, 3aTPYAHEHO AMILAHE, PA3KO CNajiaH
HanaraHe, KOETO MOXE J1a JloBEAE A0 NMpHNaabk. Axo ToBa Bu ce cayun, cnp
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B peaku cnydau, MayueHTH, KOUTO Ca NPUEMaK TPaMaaosl H3BECTHO BPeEMe MOXKE a Ce MOUYyBCTBaT
371€, aKO BHE3AIMHO crpat neueHueTo. Moxe na ce WyBCTBAT NpeBb30YAEHH, HECMOKOMHH, HEPBHU HITH
Tpenepeuin. Te Moxke Aa ObAAT CBPBLXAKTHBHH, CTpadauly OT 6€3CbHHE U CbC CTOMANIHO-YPEBHH
HapylieHus. MHOro Malko OT XxopaTa MoOXe J1a M3NUTAT NaHWYECKa aTaka, XaltoLHHALUH,
HeoOMuaiHH BBL3INPUATHR KAaTO CbhpOeXk, 3TPHIIBAHE U MPARYYKAHE U LIYM B YLIHTE (THHHTYC).

Ako 3alenexure HAKOR OT W30POEHUTE NMO-Tope NPHU3HALM CAC CriMpaHe Ha neueHue ¢ Tpamanon
Kom00, ce koHcynTHpanTe ¢ Bawns nekap.

B U3K/IIOUMTETHH CllyuaHd KPbBHUTE U3CNEIBAHUS MOraT 1a NOKaXKAaT HAKAKBH OTKIIOHEHHS KaTo
NOHKKEH OpOoi TPOMOOLIMTH, KOETO [ia C€ H35IBH ¢ KbPBEHE OT HOCA WJIH BEHLIUTE.

EnHoBpeMennara ynorpeba Ha Tpamanon Kom0o v nexkapeTBa, M3NoA3BaHH 3a pa3pexJaHe Ha KPbBTa
(Hanp. GEeHNPOKYMOH, BaphapuH) MOXE J1a YBEIMUM PUCKA OT KbpBeHE. BCAKO NpoabIKHTENHO HITH
HeO4YaKBaHO KbpBeHe TPAOBa na Obje 0b6cbaeHO ¢ Baluus nexap.

MHOro peikH ciy4an Ha CEPUO3HH KOXKHH PEAKLIMH €A JOKNA/IBAHH.

Crof6maBane Ha HeXeJIAHH peaKuuH

AKO MoNyuHTE HAKAKBH HEXKENAHWN JIEKAPCTBEHU peaKuMy, yeeaomere Bamusa nekap wnu gapmaulesT.
Tosa BKkNOUBA BCUUKHA BHIMOKHH HEONHCAHU B TA3U JIMCTOBKA HEXENAHU peakuud. MoxkeTte ¢bIlo aa
ChOOUIMTE HEKETAHN PCAKLIUH AUPEKTHO Ype3s:

HU3nbnHuTEMHA areHuud no 1eKkapcTraTa

ya. ,,JlamaH I'pyes™ Ne 8

1303 Codms

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

KaTo chobmaparte HexkenaHd peakuMu, MOXKETE Ja AaAETe CBOS MPHUHOC 3a MoJlyYaBaHe Ha NMoBeue
HHQOpMaLIMA OTHOCHO 0e30MacHOCTTa Ha TORA IEKapCTBO.

3. Kak aa cexpanssare Tpamaaon Kombo
Jla ce chxpaHsaBa Ha MACTO, HEAOCTBLITHO 3a Jela.

CbXxpansisalre TOBa JEKapCTBO Ha 06€30NacHO U CUTYPHO MACTO 3a ChXpaHeHHe, HEAOCTBITHO 3a JpPYrH
Xxopa. To MOXKe Aa NPUUYUHH CEPHO3HO YBPEHKAHE U Ja € ¢ daTajHH NOCNeaNUH 32 X0pa, Ha KOUTO He
€ MpeAn1caHo.

He n3nonsealiTe ToBa EKapcTBO CNEA CPOKA HA FOAHOCT, OTOENA3aH BbPXY KAPTOHEHATA OTaKOBKA.
CpOKBT Ha MOJAHOCT OTTOBAPA Ha NOCAEAHUA A€H OT NOCOUYEHUA Mecell.

He u3xpbpasite nekapcTBaTa B KaHaIM3alUaTa MW B KOHTEHHEPA 32 NOMAIIHH OTNa blH,
Ionuraiite Bawua dapmMaueBT Kak Aa U3XBbPAATE NE€KAPCTBATA, KOHTO BEYE HE H3No3BaTe. Tesu
MEPKM Lil€ CITOMOrHAT 3a OMa3BaHe Ha OKOJiHATa cpeja.

6. ChabpKanHe HA OIIAKOBKATA H JONBJHHTEIHA nHopManus

KakBo cnabpxa Tpamanon Kombo

AKTHUBHUTE BELLECTBA Ca TPAMaJOJIOB XHAPOXNOPKA N napauetaMon. Besika duamupana tabnetka
chabpxka 37,5 mg Tpamanonos xuapoxsiopua (tramadol hydrochloride) n 325 mg napaueramon
(paracetamol).

Apyrure ¢bertaBku (MOMOLLHH BEUIECTBRA) Ca:

Anpo

IpexenaTHHU3UPAHO HUILIECTE

[ lapeeuuHO HMILIECTE

Hatpuer HuutecTeH rankonar (Tum A)

Mukpokpuctanna ueaynosa (Avicell PH 102)
Marne3ueB cTeapar




Oo0BnBKa
Onaapait xbat 03K82345 (xunpomenosza 6 cPs (E464), Tvranor anokena (E171), TpyaueTnn, xbir
KeneseH OKCHI

Kax n3raexia Tpamagon Kom0o 1 KakBO ¢BALPKA 0OTTAKOBKATA
CBeTJIONKBATH, NPOABLJIIOBaTH, ABOMHOU3NBKHATH TaDNETKH 6e3 0003HAUEeHH.

bnauctepun onakoBkn PVC-PVAC/AnyMunuit unn PVC/AnyMunnii, ceaspkawm 10, 20 u 30
¢raMHUpanu TabIETKH, NOCTABEHH B KAPTOHEHA KYTHA.
He Bcu4kK BUROBE ONAKOBKHW MOraT Ja ObaaT nycHaTH B npogaxoa.

IIpuTexaren Ha paipemieHHeTO 3a ynorpebha
Stada Arzneimittel AG
Stadastrasse 2-18

61118 Bad Vilbel
['epmanua

IpoussoanTten
Hemopharm GmbH
Theodor Heuss Strasse 52
61118 Bad Vilbel

["'epmanus

JaTa Ha nocJIeAHO nNpepasriiekiaHe Ha JHCTOBKATA
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