JIMCTOBKA



JIncroBKa: l/IH(l)OpMalII/lﬂ 3a ManueHTa

Tpamanoa Kpka 50 mg kancynu, TBbpau
TPaMaI0JIOB XUIPOXIOPUT

Tramadol Krka 50 mg hard capsules
tramadol hydrochloride

IIpoyereTe BHUMATEIHO LAJIATa JHCTOBKA, IIPEIH 1A 3all0YHeTe a IpHeMaTe TOBA JIEKapCTBO,

ThH KaTo TS ChbAbPsKa BaxHa 32 Bac nandopmanus.

- 3amaseTe Ta3u JUCTOBKA. MOXKe 1a ce HAJIOKH J1a 51 IPOYETETE OTHOBO.

- AKO uMate HKaKBH JOMBIHUTEIHN BBIIPOCH, ITonuTaiiTe Bamus nexkap umu.

- Tosa siekapcTBO € npeanucaHo JuyHo Ha Bac. He ro npeorcrenBaiite Ha npyru xopa. To moxe
Jla UM HaBpeIy, He3aBUCUMO Y€ IPU3HAIMTE Ha TSIXHOTO 3a00JisiBaHe ca ChIIUTE KaTo BammuTe.

- AKO MoJTyunTe HAKaKBU HEXKEJaHU peakluH, yBeaomere Bammus inekap, papManesT wiu
MEINIHUHCKA cecTpa. ToBa BKIIOYBA M BCHYKH BE3MOXKHH HEXKEIIaHU PEaKIUH, HEOITNCAaHH B
Ta3u JTUCTOBKA. BikTte Touka 4.

KakBo cbabpika Ta3u JUCTOBKA

Kaxgo npencrasnsia Tpamanon Kpka u 3a KakBo ce U3M0J13Ba
Kakgro TpsiOBa na 3Haere, npenu Aa npuemare Tpamamon Kpka
Kax na mpuemare Tpamamon Kpka

BB3MOXHN HEeXellaH! peakiinu

Kax ga cexpansiBate Tpamagon Kpka

CpabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

Uk wdE

1. Kaxkso npeacraBasasa Tpamanoa Kpka u 3a kakBo ce u3nojizsa

Tpamanon — aktuBHOTO BemecTBO B Tpamanon Kpka— e 6051K0ycrioKosBaIio, NpuHauiexanio KbM
KJ1aca ONUOUIN, KOUTO JIHCTBAT BEPXY IIEHTpaIHATa HepBHA cucteMa. To obnekuaBa OoskaTa, KaTto
JieiicTBa BEPXY CHENU(pUYHN HEPBHU KIIETKH HA TPHOHAYHUS MO3BK ¥ MO3bKA.

Tpamanon Kpka karcynu ce u3mosi3Ba 3a JiedeHHe Ha yMEpeHa JIo CHiHa 00JIKa U Bh3PacTHU U
FOHOIITM Ha U HaJ[ |2-ToauIIHa Bh3pacT.

2. KakBo TpadBa na 3Haete, npeau n1a npuemerte Tpamanoa Kpka

He npuemaiite Tpamagon Kpka

- aKO CTE aJICPTHYHU KbM TPaMaa0il WM KbM HSIKOS OT OCTaHAJIUTE ChCTABKU Ha TOBA JIEKAPCTBO
(u130poeHwu B TOuKa 6);

- TIPH OCTPH OTPABSIHUSA C AJIKOXOJI, XaITdeTa 3a ChH, OOJIKOYCIOKOSBAIIH WK JIPYTH JIEKapCTBa,
KOUTO MOBJIUSABAT HACTPOCHUETO U €MOLIUUTE,;

- aKo CBINO Taka MprueMaTe HHXHONTOPH Ha MOHOAMHUHOOKCH/1a3aTa (HSIKOH JIEKapCTBa 3a
JIeYCHHE Ha JETIPECHs]) WK CTE€ TH IPUEMalTH TIpe3 ocaeaHuTe 14 THU Ipenn JISIeHUETO C
Tpamanon Kpka (Buxre ,,J{pyru nekapctsa u Tpamamon Kpka®);

- aKo CTpaJiaTe OT eMHJISTICHS, KOSTO He MOXKe Jia ObJIe aJIeKBAaTHO KOHTPOJIMPaHa OT JICUCHUETO;

- KaTO 3aMECTHUTE]I B CXeMa 3a OTKa3BaHE OT OIMATH.

IIpenynpesxaenust u npeanasHu MepKH

I'oBopere ¢ Bammst siexap wim gapmanesT, npeau faa npuemare Tpamaznon Kpka:

- aKO MHCIIUTE, Y€ CTe 3aBHCUMHU OT JAPYTH OOJIKOYCIOKOSBAIIN (OMHOUIH);

- aKo MMaTe HapyILIeHUs Ha Ch3HAHUETO (aKo YyBCTBATE, Y€ MOXKE JIa IIPUIIATHETE);

- aKo CTe B LIOK (CTy/IeHaTa ITOT MOXeE Jia € MPU3HAK 33 TOBA);

- aKO MMaTe IOBUIIEHO BHTPEUEPEIIHO HalAraHe (Bb3MOXKHO CJIe/l HapaHsIBaHE Ha IJ1aBaTa WM



MO3BYHH 3a00IIBaHUS);

- aKo “Mare 3aTpyTHCHO JTUINaHE,

- aKO MMaTe SHIWISTICHSI WM CKIIOHHOCT KbM I'bPYOBE, Thil KATO PUCKBT OT I'bPYOBE MOXKE Ja
HapacHe,

- aKo UMaTe YepHOApOoOHN Wi OBOPEUHN TIPOOIIEMH,

- aKo CTpaJiaTe OT JICTIPECHs U IIpUeMaTe aHTUICIIPECAHTH, Thil KATO HIKOH OT TSAX MOTaT Jia
B3aMMOJICHCTBAT C TpaMajoi (BmwKTe ,,/lpyru nekapctea u Tpamamon Kpka“).

CepOoTOHMHOB CHHAPOM

ChlIlecTByBa MaJIbK PHUCK OT MOSIBATa HA TaKa HAPEUEHHUS CEPOTOHMHOB CHHJIPOM, KOWTO MOXKE J1a Ce
MOSIBY CJIC IIPHEM Ha TpaMaj10Jl B KOMOHHAIMS ¢ ONPEACACHH aHTHACIIPECAHTH, MIM CaMO Ha
Tpamaaoi. He3a0aBHO moThpceTe MEAMIIMHCKA IIOMOIILI, KO UMATe HAKOH OT CUMIITOMHTE, CBBP3aHHU C
TO3U CEPUO3CH CUHAPOM (BIKTE TouKa 4 ,,Bh3MOKHU HEKETaHU PEaKIIHU ‘).

JuxareaHy HapyIIeHUs 110 BpeMe Ha CbH

Tpamanon Kpka Moxe ga npu4rHN JUXaTEIHU HAPYLICHUS 110 BpEME Ha ChH, KaTO ChHHA alHes
(cipaHe Ha AWIIAHETO 10 BpeMe Ha ChH) M XUIIOKCEMUs (HICKO HMBO Ha KUCJIOPOA B KPHBTA) IO
BpeMe Ha cbH. CUMIITOMUTE MOT'aT J1a BKJIIOYBAT CIMPaHEe Ha JUIIAHETO IO BpeMe Ha ChH, ChbOYyXKIaHe
[pe3 HOLITA OPaay HeIOCTUT Ha Bb3AYX, TPYJHO MOAIbP)KAHE HA ChHS WIK IPEKOMEPHA ChHINBOCT
npe3 JIeHd. AKO BUE WIN JPYTo JUIe 3a0eeKuTe Te3U CUMITOMHU, CBbpKeTe ce ¢ Bammus nekap.
Bammsit nexkap Moxke 1a 0OMUCIH HaMalsiBaHE Ha J03ara.

HpI/I ManreHTH, U3MO0JI3BaAllU TpaMaJa0J B IPENIOPBbUUTEIIHATA 1034a, Ca OITMCAHU CIUJICIITUIHN
npunagbuu. PucksT MOXe Ja C€ YBCJIIMYH, KOIraTO J03aTa Ha TpaMaao0J MPEBUILH ITPCIIOPBUNUTEIIHATA
MaKCHMaJIHa JHeBHa q03a (400 mg).

[MpuBWKBaHe, 3aBUCUMOCT U MIPUCTPACTSIBAHE

ToBa JilekapcTBO ChIbPIKA TPaMa0Il, KOMTO € OMHOUIHO JIeKapcTBO. MHOTOKpaTHaTa ynoTpeda Ha
OIMOJIY MOJKE /12 JIOBEJIE 1O HaMallsiBaHE Ha e()eKTUBHOCTTA Ha JIEKAPCTBOTO (IPUBHUKBATE KbM HETO,
W3BECTHO KaTO JIEKapCTBEH TosiepaHc). MHorokparHaTa ynorpeba Ha Tpamasnon Kpka Moxe cbiio na
JIOBEJIe JI0 3aBUCHMOCT, 3JI0yIOTpeda 1 MPUCTpACcTIBaHE, KOUTO MOXKE JIa IOBEAT 10
JKUBOTO3aCTPAIABAILO [IPeo3rupane. PUCKBT OT Te3U HEXKENaH! Peakuy MOXKE J1a C€ YBEIMYH MIPU
MO-BUCOKA /1032 U TIO-TOJIsIMa TIPOIBIDKUTEIHOCT Ha yroTpedara.

3aBHCUMOCTTA WU NIPUCTPACTABAHETO MOXKE 1a BU HakapaT J1a modyBCTBaTe, Y€ Beue HE MOXKETE Ja
KOHTPOJIMpATe KaKBO KOJIMYECTBO OT JIEKAPCTBOTO TPsIOBA A2 MpUEMETE MM KOJIKO YeCTO TpAOBa Ja ro
npuemMare.

PuckbT OT pa3BuTHE Ha 3aBUCUMOCT WM IPUCTPACTSABAHE € Pa3IMiCH IPHU Pa3InIHUTE X0Pa.
BB3MOXKHO € 1a IMaTe TOo-TOJIIM PHUCK OT pa3BUTHE HA 3aBUCHMOCT WJIM MIPUCTPACTABaHE KbM
Tpamanon Kpka, ako:

- Bue nnu npu Hskoii ot BameTo ceMeiicTBO HKOra cTe 3J10ynoTpeOsiBaai WK cTe OUiIn
3aBHCUMH OT QJIKOXOJI, JIEKAPCTBA, OTIIYCKAaHH IO JIEKaPCKO Mpeicanue, WM He3aKOHHN
BemiecTsa (,,IpUCTpacTsIBaHe ),

- CTe my1miady,

- CTE UMaJIi MPOOJIEMH C HACTPOCHHUETO (ACTPECHsl, TPEBOKHOCT WM Pa3CTPOMCTBO Ha
JUYHOCTTA) WIIH CTe OWJIM JIEKYBaHH OT IICHXHATHP 32 JPYTH MCUXUIHU 3200IIIBaHHS.

AKo 3a0enexuTe HIKOH OT CIeTHUTE MPU3HAIM, ToKaTo npuemare Tpamanon Kpka, ToBa Moxe ia e

HpI/ISHaK, Yqe CTC pa3BI/IHI/I 3aBUCUMOCT HUJIN CTEC HpI/ICTpaCTeHI/II

- Mmare HyX1a 1a mpueMare JIEKapcTBOTO MO-IBJIT0, OTKOJIKOTO By e mockBeTBasr Bammus gexap.

- Nmare Hy)na 1a npueMare NoBede OT NPernopbUUTENIHATa J034.

- M3non3Bate n1ekapCcTBOTO MO MPUYMHU, PAa3IMYHU OT TE3U, 32 KOUTO Bu e npeamnucano,
HaImpumep ,,J1a Ce YCIIOKOuTe"* Wi ,,ja Bu momorae na 3acrure™.

- [IpaBwin cTe MHOTOKPATHU HEYCIEIIHU OMTUTH JIa CIIPETE WK J]a KOHTPOJIMpaTe ynoTpedaTa Ha
TOBA JICKapPCTBO.



- Koraro cripete 1a nmpuemare IeKapcTBOTO, HE Ce YyBCTBATe 0OpE U ce YyBCTBaTe MO-100pe,
KOTaTO 3allOYHETE OTHOBO JIa TIpHeMaTe JIEKapcTBOTO (,,e(heKTH Ha OTHEMaHe ).

Axo 3abenexuTe HIKOI OT Te3u npu3Hauy, ropopere ¢ Bammus nexap, 3a 1a 06cpaAnTe M0-100Bp 32
Bac HaunH Ha neyeHue, BKJIIOYUTEIHO KOTa € MOJXO0IAIIO0 J1a CIIPEeTe MpUeMa U Kak /1a TO HalpaBUTe
no 6e3onaceH Ha4MH (BIXKTE Touka 3 ,,AKo cTe cpenu npueMa Ha Tpamanon Kpka“).

Momns, uadopmupaiite Bamms nexap wim (papMareBT, ako BE3HUKHE HIKOH OT Te3H MPOOIEeMH T0KAaTO
npuemate Tpamamon Kpka nimu ako HIKOTa Ta3u HHPOPMAITHS ce € OTHACsIIa 10 Bac.

T'oBopere ¢ Bamus jiekap, ako IOJy4nTE HAKOU OT CIEAHUTE CUMIITOMHU, TOKAaTO pUeMare

Tpamanon Kpka:

[TpekomepHa ymopa, 3aryda Ha aneTuT, CUIIHA KopeMHa 00J1Ka, TaZieHe, MOBPbhIaHe UIId HUCKO
KPBBHO Haysirane. ToBa MOXe Jja 03Ha4yaBa, 4e IMaTe HaA0b0peyHa HeJOCTAaThYHOCT (HUCKH HUBA Ha
KOPTH3011). AKO UMaTe Te3W CUMIITOMH, CBBPKETe ce ¢ Bamms nexap, KOWTO 1ie perm Jamu TpsoBa a
npreMate 100aBKa ChAbpIKaIla XOPMOH.

Tpamamon ce Tpachopmupa B gepHUS qpod upe3 eH3uM. [Ipu HAIKOM Xopa TO3U €H3UM € TTPOMEHEH
Y TOBa MOXE J]a FIM TIOBITMSIE 110 pa3IMYHU HAaYMHA. Hsikon Xopa Morar ja He MOoJydar JOCTaThYHO
obnex4yeHue Ha 0oJKaTa, HO MPH JIPYTH XOpa UMa MO-TOJIsIMa BEPOSITHOCT OT MOsIBa HA CEPUO3HU
HEKENIaHH Peakiu. AKO 3a0eNIeKUTE HIKOS OT CICJHUTE HEKENaHW peakluu, TpsOBa J1a crpeTe
MpreMa Ha JIEKapCTBOTO U J1a He3a0aBHO ja MOTHPCUTE MEIUIIMHCKA TIOMOIIT: OaBHO HIIH
MOBBPXHOCTHO JMIIIaHE, 00BPKAHOCT, ChHIMBOCT, CBHUBAHE HA 3CHHIIUTE, TaJICHE WM MOBPbBILIAHE,
3arek, JIMIca Ha areTuT.

Jletna u 1oHOIIH

Ynorpeba mpu Jiela ¢ AUXaTeNHA Ipo0IeMu

Tpamamon He ce mpernopbyUBa NpH JIeTia C TUXATEITHU MPOOIIEMH, Thil KATO CUMIITOMUTE HA TOKCUYHOCT
Ha TpamaJIoll MOTaT Jia Ce BJIOIIAT MPH TE3U JIeTa.

Jpyru nexkapcrBa u Tpamanoa Kpka
HNndopmupaiite Bamms nekap nim dapmaneBT, ako mpreMaTe, HaCKOpo CTe IIpUeMalli UiIH €
BB3MOJXKHO J1a TIpreMaTe JpyTH JeKapcTBa.

Tpamanon Kpka He TpsiOBa 1a ce M3M0i13Ba 3a€1HO ¢ MHXMOMTOPY Ha MOHOAMHHOOKCHAa3aTa (HIKOU
JIeKapCTBa 3a JieueHue Ha aenpecus) (BiwkTe ,,He npuemaiite Tpamamon Kpka®).

BonkoycnokosBamusT epext Ha Tpamanon Kpka Moxke a ObJie 0TcnadeH U/ ChKpaTeH, ako
npueMare 1 JeKapcTBa, ChIAbPIKallH:

- KapbamasenuH (M3MOJI3BaH 3a JICYEHNE Ha CTTHIIETICHS)

- OHJ/IAaHCETPOH (M3MOJI3BaH 3a CIUPaHe Ha YCEIIAHETO 3a TajieHe)

Bammusr nexap me Bu kaxke nanu Bu e paszpemieno na npuemare Tpamanon Kpka u kakBa 1o3a TpsiOBa
Jla TIpuemare.

EnnoBpemennara ynorpeba Ha Tpamamon Kpka u ceqaruBHY j1eKapcTBa KaTo O€H30J1Ma3eHI WK
CPOJHHM JIEKapCTBa MOBUIIIABA PUCKA OT CHHIMBOCT, 3aTPYTHEHHS B TUIIAHETO (pecrpaTopHa
JieTipecust), KoMa 1 MOke J1a Objie sKuBOTO3acTpamasamnia. [lopanu ToBa eqHOBpeMEHHATa yroTpeda
TpsiOBa J1a ce MMa IpeABHU]] CaMO KOTaTo HE Ca Bb3MOXHH JAPYTH Bb3MOXHOCTH 32 JICUEHHE.

Axo obave Bammst nexap npeanucsa Tpamamon Kpka 3aenHO chC ceTaTHBHE JIEKapCTBa, 103aTa U
MPOAB/DKUTECIIHOCTTA Ha ChIIBTCTBAIIOTO JICUCHHUE TpSI6Ba Ja 6’I)JlaT OrpaHUYCHU OT Bamms JICKap.
Mons, napopmupaiite Bamms iekap 3a BCHUKU ceJaTUBHM JIEKAPCTBa, KOUTO IPHEMaTe, U cileaBaiTe
BHUMATEJIHO NIpenopbkutTe Ha Bamms nexap. bu 6uso nmonesno ga napopMupate npusTeny Hin
POJTHUHM, 32 J]a 3HAETE 3a MPU3HAIUTE U CUMIITOMUTE, TOCOYeHH To-Tope. CBBpkeTe ce ¢ Bamms
JIeKap, KOraTo Mojiy4nuTe TaKMBa CUMITOMHU.



PHCKBT OT HEXXETaHW PEeaKINy Ce YBEIIaBa:

- aKo TIpreMare JeKapcTBa 3a ChH U HIKOHW OOJIKOYCHOKOSBAIIIH, KaT0 MOP(HH U KOJEHH (CHIIO U
KaTo CpPEe/ICTBO 3a MOTHCKAaHE Ha KallIUIaTa), U alnkoxoi fokaTo npueMate Tpamanon Kpka.
Moske na ce mo4yBCTBaTe 3aMastHU WM OTMaJHaIU. AKO TOBA CE€ CITy4H, MOJIS, YBEIOMETE
Bamusa nekap.

- aKo MpHeMare JIeKapcTBa, KOUTO MOTaT Jia MPUYMHAT KOHBYJICHH (IIPHUIIAABIH), KATO HIKOU
AHTHUJICTIPECAHTH UM AaHTUIICUXOTHLIU. PUCKBT OT MpUIIabk MOXKE Jla C€ YBEIUYH, aKO
npuemate Tpamanon Kpka no cbiioro BpeMe. Bamust sekap e Bu kaxe ganu
Tpamanon Kpka e moaxozsi 3a Bac.

- aKo TMpuemare HAKOM aHTuzenpecanTy, Tpamanon Kpka Moke 1a B3auMoJIEHCTBa € TE3U
JeKapcTBa u mpu Bac Moxe Ja ce IposSiBU CEpOTOHMHOB CHHIPOM (BIDKTE TOUKa 4 ,,BB3MOKHN
HEXEJTaHN PEaKInh' ).

- aKo IpuemMare KyMapHHOBH aHTUKOAryJaHTH (JIeKapcTBa, KOUTO MPENOTBPATABAT
KpBBOCHCUPBaHe), Hamnp. Bapdapul, 3aeano ¢ Tpamanon Kpka u. [IpotuBochcupBamuar eext
Ha Te3W JIeKapCcTBa MOXKe /1a ObJie 3aceTHAT U MOXKeE J1a CE MOSIBH KbPBEHE.

- aKo mpuemare rabaneHTHH WK peradaiH 3a JeueHue Ha eMIIeTICHs 1T 00JKa, JhJDKaIa ce
Ha ipo0JeMu ¢ HepBUTe (HEBPOIIATHYHA OOJIKA).

Tpamanoa Kpka ¢ xpaHa, HAIUTKH U aJIKOXO0JI
He TpsiOBa 1a mueTe ankoxoi mo BpeMe Ha JedeHuneTo ¢ Tpamamon Kpka, Thil KaTo HErOBUST €eKT
MOJKe J1a ce ycwiH. XpaHaTa He Biuse Ha edexTa Ha Tpamamon Kpxka.

BpeMeHHOCT, KbPMEHE U (l)epTI(l.]'ll/lTeT

Bpemennoct

AKko cTe OpeMeHHa WM KbPMHUTE, CMSTATe, Y€ MOXKE Jla CTe OpeMEeHHa MM TUIaHUpaTe OpEeMEHHOCT,
HochBeTBalTe ce ¢ Bamus nexap mwiu hapmaneBT npeny ynorpedara Ha TOBa JIEKapCTBO.

Hma manko uH(popManus OTHOCHO 0€30I1acHOCTTa Ha TpamMaJloil 10 BpeMe Ha OpeMEHHOCT NPH Xopa.
ETo 3amo He Tps6Ba na npuemare Tpamanon Kpka, ako cte OpemeHHa.

[IponsmwxurenHara ynorpeda Ha Tpamanon Kpka o Bpeme Ha OpeMEHHOCT MOXKeE J1a IOBEIE JI0
3aBHCHUMOCT Ha HEPOAEHOTO JeTe KbM TpaMaJojl U BIOCIEACTBUE, 10 CHMITOMH Ha OTHEMAHE CJIe]
pa’kIaHeTO IPH HOBOPOAEHOTO.

Kvpmene

Tpamanon ce otaens B kbpMata. [lopaaun Tasu npuuuHa He TpsaOBa Aa npuemare Tpamanon Kpka
MOBEYE OT €IUH BT 0 BpEME Ha KbPMEHE WIIM KaTo aliTepHaTUBa, ako npuemere Tpamanon Kpka
ToBeYe OT €JIMH BT, TPsIOBA J1a CIIpeTe Ja KbpMHUTE.

DepTUIIUTET
OnuThT OT ynoTpedara mpu Xopa Mmpenosara, 4e TpaMaaoil He OKa3Ba eeKT BbPXY MBIKKUS U
KEHCKHUS (PePTHITUTET.

Ilodupane u padoTa ¢ MAIIMHH

Tpamamon Kpka Moxe 1a IpUIMHU 3aMastHOCT, CHHIIMBOCT M HAPYIIICHUS HA 3pEHUETO (3aMBIJICHO
BIKJIaHE) | 10 TO3U HAYUH Jia TOBJIMsIe Ha criocoOHOCTTa BU n1a pearupare. Ako movyBcTBaTte, e
criocobHocTTa BH 32 pearupane e HapyIlieHa, He odupaiTe ¢ Koja WK IPyro IPEeBO3HO CPENICTBO,
HE pa60TeTe C CJIICKTPUYCCKHU MHCTPYMEHTHU WUJIM MalllUHU.

Tpamanoa Kpka cbabpaxa HATpHid
ToBa jiekapcTBO ChABPIKA MO-MaKo OT 1 mmol Hatpuii (23 mg) B eJHa KarcyJia, T.e. MOXe Ja e
Ka)Ke, 4e MPAKTUYECKH HE ChAbpKa HATPUI.

3. Kak n1a npuemate Tpamanoa Kpka

Bunaru HpHCMaﬁTe TOBa JICKAPCTBO TOYHO KAKTO Bu e xazan Bamusr JICKap. Axo He cTe CUT'YPHHU B



HEIIIo, MonuTaTe Barus nekap, wiu GpapMarenT.

[Ipenu 3amouBaHe HA JICUCHUETO U PEIOBHO IO BPeMe Ha JICUCHHETO BamusT nekap mie 00chxka ¢
Bac kakBo Moe Ja odakBare ot ynoTpedara Ha Tpamamon Kpka, kora v KOJKO JBITO TPsiOBA Jia ro
IpueMaTte, Kora Ja ce CBepkere ¢ Bamms jgexap u kora TpssOBa 11a To crpeTre (BHXKTE ChIO TOYKaA 2).

Jlo3ara TpsiOBa na ce ajanThpa KbM MHTEH3UBHOCTTA Ha OOJIKAaTa M MHAMBHyalTHaTa Bu
YyBCTBUTENHOCT. [0 MpUHIUI TpsOBa Ja ce M3M0JI3Ba Hal-HUCKaTa 00JIKOyCIoKosBaIia g03a. He
npuemMaiTe mosede ot § karcynu Tpamanon Kpka qaesno (exBuBasieHTHH Ha 400 mg TpaMaaoiaoB
XUJAPOXJIOPHT), OCBCH aKO HE € U3PUYHO MPEJIITUCaH0 OT Barms jekap.

OcBeH aKo He e TPEJIIUCAaHo JPYro OT JIeKaps, o0uJaiHaTa 703a e:

Boi3pactau u roHoIH 0oT 12-roguinisa Bb3pacT HArope
Oo6wnuaitHara fo3a e 1 10 2 karcynu Ha Bceku 4-6 daca.

[IpenopbunTenHara fo3a npu ymepena 6onka e 1 TBbpaa karncyna Tpamanon Kpka (ceoTBeTCTBaIIa
Ha 50 mg TpamMaaoiI0B XUAPOXJIOpH ). AKO HEe HACTHITH OOJiekyaBaHe Ha Oonkara B pamkure Ha 30 10
60 MUHYTH, MOKE J1a C€ IPUEME BTOpA KaIcyJa.

ITpu HEOOXOUMOCT MO-CUJICH OOJIKOYCITOKOSIBAIIl €PEKT, B CIIy4ail HA MHOTO CHJIHA 00JIKa, 2 KaIlCyJu
Tpamanon Kpka 50 mg Morar Aa ce npuemMaT KaTo eTHOKpaTHa J103a.

Heua

Tpamanon Kpka karcynu He ca HOAXO/SIIM 32 AeLa Ha Bb3pacT nox 12 rogunu.

IlanmeHnTH B cTapyecka Bb3pacT

[Ipu manmenTH B cTapyecka Bb3pacT (Haa 75 TOAMHN) OTACISHETO Ha TPaMasoll MOXKe Jia € 3a0aBeHO.
AKko ToBa ce oTHacd 3a Bac, Bamusrt nekap Moxe Aa npenopbpya yabJKaBaHe HA HHTEpBaJla Ha
JIO3UpAHE.

Texko yepHOaAPOOHO WK OBOpeYHO 3200is1BaHe (HEIOCTATHYHOCT)/IAlMEHTH Ha THAIN3a
[NarmenTu ¢ Tex)Ka YepHOPOOHA U/ ObOpEeYHa HEJAOCTATHYHOCT HE TPsIOBa Ja U3I0JI3BAT
Tpamamon. Axo BbB Bammmst ciydaii HeJoCTaThYHOCTTA € JIeKa WM yMepeHa, Banmust iexap Moxe 1a
npenopbya yIbhHKaBaHe Ha MHTEPBaAJa Ha JO3UPAaHE.

Kaxk u xora TpstOBa ma npuemare Tpamagon Kpka
Tpamanon Kpka e 3a mepopatHO IpUIIOKEHHE.

Kancynure Tps6Ba ia ce mpuemar nenu, a He ce pa3fenar uin abBuar. Kancynute TpsioBa 1a ce
pueMar ¢ JOCTaTb4yHO KOJIMYECTBO TEYHOCT, ChC WM 0€3 XpaHa.

Koako awiro tpssosa ga npuemare Tpamanon Kpka

He npuemaiite Tpamagon Kpka mo-awiaro, OTKOIKOTO € He00X0AnMO. AKO € He00X0 MO
NPOABIDKUTEIHO JIeUeHue, BammsT nexap 1e npoBepsiBa peOBHO, HA KPaTKU MHTEPBANIH (aKO €
HEOO0XOIMMO C IPEKBCBAHE HA JICUCHUETO), AaJIH TPsIOBa Aa MPOABIDKHUTE J1a IPHeMaTe
Tpamanon Kpka u npu kakBa fo3a.

Mons, roBopete ¢ Bamms nekap nnu ¢apmaneBT, ako UMaTe BIICUaTICHHETO, Y€ epeKThT Ha
Tpamanon Kpka e TBbpze criieH Win TBbPJE clab.

AKO cTe pHesn nmoseve oT HeodOxoanmara n103a Tpamagoa Kpka
AKO cTe M3IM0JI3BaJIM [0 NOTPelka JOMbIHUTeIHA 1032 Tpamangon Kpka, 0OMKHOBEHO HIMa /12 ©Ma

orpunarenau epekru. [Ipuemaiite cnensamara no3za Tpamamon Kpka kakto e nmpeanucano.

Axo Bue (unm HsKO# ApYT) HOrbIHETe MHOTO Kancynu Tpamanon Kpka eqHoBpeMeHHO, TpsiOBa na



otuzeTe B OOJHUIA WM BeIHATA Jia ce 00aauTe Ha Jekap. [Ipu3HanuTe 3a npeno3rpaHe BKIFOYBAT
CBUBaHe Ha 3eHHUIINTE, TOBPBIIaHEe, TIOHIKEHNE Ha KPHBHOTO HaJIsATaHe, 0bp30 ChpiiedneHe,
UPKYJIATOPEH KoJaric, 0e3Ch3HaHUE 10 KOMA, MPUIA I U 3aTPYAHCHO TUIIAHE WU TTOBBPXHOCTHO
JIUIIIaHE JIO CIIMPaHE Ha JIUIIAHETO. AKO CE MOSIBAT TE3U MPHU3HAIY, He3a0aBHO ce CBBbpIKeTe ¢ Barmws
JeKap.

AKo cTe mponycHaym 1a npuemate Tpamanoa Kpka

Axo 3abpaBute na npueMere Tpamamon Kpka, 6onkata Bu BeposTHo 1m1e ce 3aBbpHe. He npuemaiite
JIBOITHA 71034, 32 a KOMIIEHCHpaTe MPOITyCHaTaTa HHANBHIyallHa 1032, a TPOABIDKETEe IprueMa Ha
Tpamanon Kpka xakTo mpenu.

Ako cTe cnipesiu npuema Ha Tpamanoa Kpka

AKO IPEKbCHETE WM MPESKICBPEMEHHO MTpeKkpaTuTe JeueHueto ¢ Tpamamon Kpka, 6onkara Bu
BEPOSITHO IIE CE 3aBbpHE. AKO UCKATE JIa CIIPETE JICUCHUETO, 3aI0TO UMATE HEMIPUSTHU HEXKEIAHU
peaxium, Molisi, ToBopeTe ¢ Barmms nexap.

He TpsiOBa na crimpaTe BHE3amHO preMa Ha TOBa JIEKApCTBO, OCBEH ako Bamusr nekap He Bu e kazan
Jla TO HampaBuTe. AKO MCKaTe Aa CIpeTe MpHeMa Ha JIEKapCcTBOTO, IBPBO 00ChleTe ToBa ¢ Bamms
JieKap, 0COOCHO aKko CTe TO MpHUeMaly ABIro Bpeme. Bammsar nekap me Bu mockBeTBa kora u
KaK Jia clipeTe Ipuema, KOeTo MO)XKe Ja CTaHe 4pe3 MOCTeNIeHHO HaMalsiBaHe Ha J|03aTa, 3a Jia ce
HaMaJIM BEPOSTHOCTTA 3a HEHY>KHO Pa3BUTUE Ha HEXEJaHW PEeakUuH (CHMITOMU Ha OTHEMaHe).

Mo npuHIHMI, cien npekpaTsiBane Ha jedeHneTo ¢ Tpamanon Kpka He ce HabmroaBaT HeXXenaH!
peaxiun. BeIipexku ToBa, B pelIKH CIIy4an MaIleHTH, KOUTOo ca mpuemanu Tpamamon Kpka apiaro
BpeMe W BHE3aITHO CITpaT Ja MpHeMaT JIEKapCTBOTO, MOKE J1a Ce YyBCTBAT HECTIOKOIHH, TPEBOXKHH,
HEPBHU TN HCCTa6I/IJ'IHI/I. Te morar Ja 6’b)laT CBPBXAKTHUBHH, J1d UMAT 3aTPYAHCHUA CHC ChbHA WU
CTOMAIIHO-YPCBHU OIUIaKBaHUA. MHoTr0 Majako XOpa Morat Ja nojiydat npyuCThbIIv Ha IMaHUKa,
XaTIOIIMHAIINY, JTHKJIABH YCEIaHMs, KaTO H3TPhIIBaHe, 00U M CKOBAaHOCT, I ,,3BbHEHE B YIITUTE
(tTunuTyCc). HeoOnvaitHu CUMIITOMH Ha IIEHTpajHaTa HEPBHA CHCTEMa, KaTo 00BPKaHOCT, 3201y Iu,
MIPOMEHEHO Bh3IIPHEMaHe Ha ceOe CH (IenepcoHaiun3alys) U pealHOCTTa (Jiepeaau3aliysi) U mapaHos,
ca HaOIFOTaBaHW MHOTO PSIIKO. AKO HSIKOS OT T€3W HEeXEJIAHU PEaKIUU Ce MOSBH CIIe]T
MpeycTaHoBsBaHE Ha JedeHueto ¢ Tpamamon Kpka, Mo, cBppikere ce ¢ Bammus nekap.

AKO UMaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH OTHOCHO yNoTpedaTa Ha TOBa JIEKapCTBO, OMUTANTE
Bamus nekap nim ¢papmManesT.

4, Bb3MOKHHN HeKeTaHU PeaKIuu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPEAMN3BHUKA HEKCIIaHU PE€aKIIUH, BBIIPEKU Y€ HC
BCCKH I' TIOJTy4aBa.

TpsOBa He3a0aBHO /1a TOCETHUTE JIEKap, aKo MOJyYUTE CHMIITOMHU Ha aJieprudHa peaknus, KaTo
MOJTyBaHe Ha JIUIIETO, €3UKA /WM ThPJIOTO W/HIIH 3aTPyTHEHO MPETIbIaHe WM KOTIPHUBHA TPECKa ChC
3aTpyIHEHO AMIIAHE.

Haif-gyecTute HEXETaHU peaKINK, KOUTO CE MOSBSIBAT 110 BpeMe Ha JiedeHueTo ¢ Tpamamon Kpka ca
raJicHe ¥ 3aMastHOCT, KOUTO ca HaOJIto/JaBaHu 1pu moseve ot 1 Ha 10 gymm.

MHoro gecTtu (Morar fa 3acertart moseue ot 1 mHa 10 mymm):
- 3aMastHOCT,
- rajicHe.

Uectn (Morar na 3acersat 1o 1 Ha 10 gymm):
- rJ1aBO0OJHE, CHHIUBOCT,
- ymopa,



- 3arek, CyxoTa B ycTara, OBphIIaHe,
- TIPEKOMEPHO U3IOTABAHE (XUIIEPXUAPO3a).

Heuectu (Morar na 3acernar g0 1 Ha 1 000 xymm):

- e(hexTH BBPXY ChPACUYHOCHAOBATA peryianus (ChprednueHe, yCKOpeH IyJIc (TaxuKapaus),
3aMasiHOCT (TIOCTypaJIHA XUMIOTOHWYSI) WIIH ITUPKYJIaTOPeH Kouarc). Te3n HeKenaHu peakiuu
MOTAaT JIa Ce MOSBAT 0COOSHO MPH U3IIPABSIHE U MIPU MAIIMEHTH, KOUTO ca (U3NICCKU
CTPECHpaHH.

- MO3WBH 32 MOBPBIaHe, CTOMAIIHA HAapYIICHUs (HallpuMep, TeKECT B CTOMaxa, o{yBaHe Ha
KOpema), Tuapus,

- KOXKHHU PEaKITuy (HarmpuMep, Cbpoex, 0OpuB).

Penxu (morar na 3acernar g0 1 Ha 10 000 gymm):

- aJIeprUYHU peakuuu (HanpuMep, 3aTpyIHEHO TUIIaHe (IUCIIHEes), XpUIITEHE, 3aAbpKaHe Ha
BOJ/Ia B ThKaHWUTE (aHTHOEIEM)) U IIOK (BHE3aITHA IIUPKYJIaTOpHA HEOCTATHhYHOCT) HACTHIIBAT
MHOTO PSJIKO.

- OaBeH myJic (Opanukapaus),

- MOBHUIIIABaHE HA KPBBHOTO HAJIsITAHE,

- a0HOPMAJTHU yCeIaHus 110 KokaTa (KaTo M3TPhIIBaHe, 00N, CKOBAHOCT), TPEIIEpEHe
(Tpemop), HeBOJTHH MYCKYJHH NOTPENBaHMsI, HEKOOPIMHUPAHU JABHKCHUS, IPEX0OAHA 3aryda Ha
Ch3HaHWE (CMHKOM), HAPYIICHHsI Ha TOBODA.

- SMUJICTITUYHU I'bPUYOBE CE MOSBSIBAT TJIABHO CIIE]T M3TOJI3BAHE HA BUCOKH JIO3U TPAMaJI0J HITH
clie]l eJHOBPEMEHHA YNoTpeda Ha JIeKapcTBa, KOUTO MOTaT Jia IPEIN3BUKAT I'bPUOBE.

- IIPOMCHU B aIlCTUTA,

- XaITIOIUHAIIUH, 00BPKAHOCT, HAPYIICHUS Ha ChHS, TPEBOXKHOCT U KOIIIMAPH,

- TICUXUYHH HAPYIIECHHUS MOTAT JIa HACTBIAT ciex JeueHue ¢ Tpamanon Kpka; TaxHara
HMHTCH3UBHOCT U €CTCCTBO MOT'aT Aa Bapupat Npu OTACIHUTC MalluCHTU (B 3aBUCHUMOCT OT
JUYHOCTTA HA MAIIMEHTA U MPOABIDKUTEITHOCTTA Ha JieueHHeTo). Te BKIII0YBAT POMEHH B
HAcTpoeHHeTo (OOMKHOBEHO MPHITOBIUTHATO HACTPOCHUE, TIOHSAKOTa pa3ipa3HeHUe ), MPOMEHH
B aKTUBHOCTTAa (06I/IKHOBeHO IIOTHCKAHE, IIOHAKOT'a yBeanaBaHe) 1 HaMaJIIBaHC Ha CECTUBHOTO
BB3NPHUATHUEC U IIO3HAHUE, KOCTO MOKE J1a JOBEAC A0 I'PCUIKU P B3ECMAHCTO HA pCIICHUA
(HaMansiBaHEe HA CETUBHUTE M KOTHUTHBHUTE CIIOCOOHOCTH).

- Mosxe na Bb3HUKHE JIeKapcTBeHa 3aBucuMocT. Cliesl cipaHe Ha JICUSHHETO, MOTaT Ja
HACTBIIAT PEaKIIMU Ha OTHEMaHe (BIIKTE ,,AKO CTe cripeiu yrnorpedara Ha Tpamaznon Kpka®).

- 3aMBIJICHO 3pEHHE, CTECHEHH 3CHUIM (MHO03a), CHITHO Pa3IInPEeHU 3CHUIU (MUIpHa3a),

- 3a0aBeHO JuIlIaHe (pecIUpaTopHa AETIPECHsl), 3aTPYAHESHO TUIIaHe (TUCTTHES),

- uMa ChOOIIEHHMS 3 BIIOIIIABaHE HA aCTMa, BBIIPEKH Y€ HE € yCTaHOBEHA MPUYUHHO-CIIEICTBeHA
BpB3Ka C aKTHBHOTO BEIIECTBO TPaMa 0. AKO MPENOPHUYUTEIHUTE 031 CE PEBUILAT UITHA aKO
ce MmpujiaraT ¢JIHOBPEMEHHO JIPYTH JICKapCTBa, KOUTO UMAT Jienpecupail epekt BbpXy
MoO3b4HATa (PYHKIHS, MOXKE J1a HACTHIN 3a0aBsHE HA TUIIAHETO.

- MYCKYJIHA c1a00CT).

- TPYAHO WK O0JIE3HEHO YpUHHUPAHE, OTAEIsIHA Ha MT0-MaJIKO YPUHA OT HOPMAIHOTO (HapyLICHUS
Ha YPUHHUPAHETO U IU3YpHsl).

Mmoro penku (morat na 3acerHat 10 1 #a 10 000 xymm)
- MOBUIIIEHU YEPHOAPOOHU CH3UMH.

C Heu3sBecTHa yecTOTa (OT HAJIMYHHUTE JaHHHM HE MOXe J1a Ob/Ie HalpaBeHa OILCHKA):
- HUCKHU CTOMHOCTH Ha KpbBHATAa 3axap,
- XBJIIAHE.

CepoTOHMHOB CHH/IPOM, KOMTO MOJKE J1a C€ TPOSIBU KaTO MPOMEHH B ICUXUYHHSA CTAaTyC (HaIp.
BB30y/Aa, XaIIOUMHALIMYI, KOMA), U IPYTH PEAKLUH, KaTO MOBUILEHA TEMIIEPaTypa, YCKOPEH IMyJIC,
HecTaOMITHO KPBBHO HaJISITaHEe, HEBOJIHO MOTPENBaHEe, MyCKYJIHA CKOBAHOCT, HapyIIEHHE HA
KOOpAMHALUATA W/UIIK ChC CTOMAIIHO-YPEBHM CUMIITOMH (HAarp. rajeHe, MoBpbIlaHe, Auapus) (BIKTeE
Touka 2 ,,KakBo Tps0Ba na 3Haere, npeau aa npuemere Tpamanon Kpka“).



Cpo0maBaHe HA He;KeJIAHU PeaKIIuu

AKO TIOJTyYuTe HAKAKBU HEXEJIAaHU JICKAPCTBCHH PeaKInu, yBenomere Bamvs nekap, apmaieBT wim
MEMIIMHCKA cecTpa. ToBa BKIIFOUBAa BCHYKU Bb3MOXXHH HEOIHMCAHU B Ta3W JTUCTOBKA HEXKEIaHH
peakiun. MoxeTe ChIIo Jia ChOOIUTE HeXKENaH! PEaKIIUK TUPEKTHO Ypes:

W3meHATEHA areHIus 10 JIeKapcTBaTa

yia. ,Jlamsn I'pyeB” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaiT: www.bda.bg

Karo chobmaBare HexxeNaH! peakiiuy, MOXKETe Jia aJieTe CBOS MPUHOC 3a MOJTyYyaBaHe Ha TOBEYe
nH(OpMAITHS OTHOCHO 0€3011acHOCTTa Ha TOBA JICKapCTBO.

5. Kak n1a coxpansiBate Tpamagoan Kpka
[a ce cpxpaHsiBa Ha MACTO, HEJIOCTBIIHO 32 JeLa.

ChxpaHsiBaiiTe TOBa JIEKAPCTBO HAa OE30IMACHO M CUTYPHO MSCTO 3a ChXpPaHEHHUE, HEJOCTHITHO 32 IPYTH
xopa. To MoKe ja MPUYMHN CEPHO3HO YBPEXKAaHe U Ja € ¢ (aTaTHU MOCIEANIIH 3a X0pa, Ha KOUTO He
€ TpeIIcaHo.

He n3non3BaiiTe TOBa JIEKapCTBO CJIE CPOKA Ha TOTHOCT, OTOEISI3aH BPXY KapTOHEHATa OMaKOBKa
cnen ,,l'onen 10:“. CpoKbT Ha TOAHOCT OTTOBApS HA MOCIEIHUS JCH OT TOCOYCHUS MECEII.

[a ce cbxpanspa mox 30°C.
Jla ce chXpaHsBa B OpUTHHAIHATA OMAKOBKA, 3a JIa CE MPEe/a3u OT Biara.

He u3xBbpisiiTe nekapcTBaTa B KaHaAIM3aLMATA WM B KOHTEHEPA 3a JOMAIIHU OTHAAbIH.
[ommraiite Bamms dapManieBT Kak fa H3XBBPISATE JIEKapCcTBaTa, KOUTO Beue He u3Ionspare. Te3u
MEPKH L€ CIIOMOTHAT 3a OIa3BaHe HAa OKOJIHATA CPeaa.

6. Chbabp:kaHue HA OIAKOBKATA M JOIIBJIHUTEIHA HHpOpManus

KakBo chabpaxa Tpamanoa Kpka

- AKTHBHOTO BeIIeCTBO € TpamatoioB xuapoxiopus (tramadol hydrochloride). Besika TBbpia
KaricyJia chabppxka 50 mg TpaMasioioB XUIPOXIOPHUI.

- Hpyrure cbecTaBKM ca: MUKPOKPHUCTATHA LENyJI03a, HATPUEB HUIIIECTEH TIUKoaT (TUM A), Tajk,
Mmaraesues creapat (E470b) B smpoTo Ha xancyiara u tutaHoB quokcun (E171), uanuro
kapmuH (E132) 1 xxenatuH B 0OBHBKAaTa HA KarcyJiaTa.

Kak usrane:xxna Tpamagos Kpka u kakBo chbIbpika ONaKoBKaTAa

Kancymu, T8epan (kancymnm): TsmoTo Ha Karcynara e 0510, a KaradeTo Ha KarcysjaTa € CHHBO.
Karncynure ca mbiaau ¢ 051 wim moutH Osut pax. PasmepsT Ha kancynata e No: 4. [IbokuHara Ha
Karncyiure e 14-15 mm.

Tpamanon Kpka e nanmyen B kytuu ¢ 10, 20, 30, 50, 60, 90 u 100 TBbpu Kanicynu B OIUCTEPH.

He Bcuuku BHIOBE ONAKOBKK MOrar ja ObJaT IyCHATH Ha Ia3apa.

IIpuTexkaTes Ha pa3penieHHETO 32 yNOTPeda M MPOM3BOAUTE
KRKA, d.d., Novo mesto, Smarjeska cesta 6 , 8501 Novo mesto, CiioBeHus

ToBa JiekapcTBO e pa3penieHo 3a ynorpeda B IbpakaBuTe — YieHKH Ha EBponeiickoTo
HKOHOMHY€eCKO MPOCTPAHCTBO, U B O0ennHeH0TO KpasicTBO (CeBepHa Upnanaus) mox cjiegHuTe



NMeHa:

Crpana-4ieHka

THProBcko HMa HA IPOAYKTA

XbpBaTHs Awardix 50 mg tvrde kapsule
Benrus Tramadol Krka 50 mg
boarapus Tpamanon Kpka 50 mg karncynu,

TBBPAN

Uemka PenyOnuka

Tramadol Krka

Janus Tramadol Krka

VYurapus Tramadol Krka 50 mg kemény
kapszula

Wpnanaust Tramadol Krka 50 mg capsule, hard

Wranus Tramadol Krka

Wcnanus Tramadol Krka 50 mg capsulas duras
EFG

[Tosmma Tramadol Krka

[Mopryranus Tramadol Krka 50 mg capsulas

[IBenus Tramadol Krka 50 mg kapslar, harda

CroBakus Tramadol Krka 50 mg tvrdé kapsuly

O6eanaeHoTo kpanctBo (CeBepHa Mpmanmgms)

Tramadol Krka 50 mg capsule, hard

I[aTa Ha MOCJCIHO NMpepasrjac;kaaHne Ha JIMCTOBKaTa:

19 IOnu 2024

[Honpo6ua nHpopManys 3a TOBA JEKAPCTBO € NpeAocTaBeHa Ha yeOcaiita Ha M3nbiaanuTenHa ATeHIUs

no Jlekapctara (MAJT) http://www.bda.bg.






