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TRAMADOL / TPAMANIOJI
suppositories 100 mg / cynozaropru 100 mx
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1 cymozuropus cexepxka 100 mg tramadol hydrochloride. i
Homownu eeujecmed: TREPAA MasHHHA. T
JleiicTBHE

Tramadol e cunHO 06€300IIBAINO CPEHCTBO ¢ LEHTPAIHO Is;em‘,TBHe O6e3bonspamust ehext
HACTEIBRA GBP30 H IPOSBIDKaBa HAKOIKO Jaca.

Hoxazanmas

JleueHre Ha YMEpPEHa 0 CHIIHA 0CTpa

IIpoTaEBONOKAZANAN

JlexapcTBOTO HE TpﬂﬁBa na ce npriara OpAa OONHH . ChC CBPLXIYBCTBATEIHOCT KBM TPaMaIOIL
HH HAKOH OT IOMOHIIHETE BEWECTBA Ha JISKaPCTBOTO.

JlexapcTBOTO He Tpabea fa C€ IPHIara IPH ACIia 0K 1-renmatia B'BBp&GT. )

Tramadol =e TpﬂGBa Jia €& H3MON3Ba IIPH .OCTpO’ OTpaBsfHe -C BEIIECTEa, noz{mcrcamn
TeHTpalHaTa HepBHA CHcTeMa (amKOXOIL, aamenpecaﬂm HEBDONENTHITH, CETATHBHA CPECTBa,”
QHKCHOTHTHAL, CHHOTBODHEL).

Tramadol me Tp#GBa fa ce fipunara eAEOBpEMEHEO. ¢. MAO HHXHGETOPH HIM [OPH DalHeHTH,
B3eMATH MAO—HHXHESHTopH Ipe3 NOCTeHATE 14 HEH. Cynosaroppm're HE Ce IIpHiarat npu
Henanion 12 roz{mm

Hpexnazmm MepKd B NPEAYNpEEAeHEY
TlarienTy, HONy9aBalty TPaMaioll B PaMKATE Ha IPENOpEIBaHATa (034 & JOKIAINBAHO 33 HOABa
#a repuoBe. Te Tpa0Ba fia ce npociesBaT BHEMATEIHO [10 BpeMe Ba JieYeHue K H3BECTHO BpeMe:
cnen Hero. IfallMeHTH ¢ eNENENCHS HIH TAKWBa CKIOHHE KBM r'quoae 'rpSISBa Aa Owjat
IHEKyBaHH C TpaMamoil caMo IpH Hen3De)HN 00CTOATeNICTBa. :

Tramadol e e oAxoAT 32 3aMeCTHTENHA TepalliEd IPH HAPKOTHYHA 3aBHCHMOCT.

He Moxke HambAHO Ha c& H3KIIOYM 3aBHCHMOCT IIPH HPONE/DKETENHA yiorpeda Ha tramadol,
mopagd ToBa yHmoTpedara my Tpsbea .ma ce H30ATBA npn TIAHEHTH, CKJIOHHE KBM 32BHCHMOCT
(anKoxONU3BM, TEKapCTBEHA 3aBACHMOCT). .

HeoOxominmo € BHEMAHHE HPH NallHEHTH CBC CBPBXYYBCTBETEIHOCT KEM ONHATH. [paMofol He
Tpa0Ba Ja ce IpHNara IpE NAOWEEHTH C HApKOTH4YHa 3aBucHMoct. JIpE HpomsinKETeNHa
yoorpeba MOXKE Ja ce pasBHe TonepaHC, (H3WUecKa WM NCHXHYICCKa 3aBECHMOCT.. Ilpm
NAaNWEHTE ¢ TEHICHIHSA KBM 3M0yNOTpeda RN 3aBHCHMOCT OT JIEKApCTBEH HPOAYKT HE Ce
npenophdBa JEeYeHHE ¢ Tpamajoil. TpaMomoN mpuTexapa cnad MOTEHIMANl 32 Ch3aBaHC Ha
38BHCHMOCT.

[Ipm Gomu ¢ yBpeneHa depHO[podHa B OK0pedHa QyHKIMS fo3ara TpﬁﬁBa Jia ce HaMalll Wik Jia
ce YOBIDKAT HETCPBAIHTE MEXKAY NPAEMATE.

Ilpu nammenTH ¢ HapaHgpaHWg Ha TaBaia, B INOK, HADYIICHWS Ha HUXATCNHNA NEHTRD HIH
dyEKIHS, TOBAINEHO BEIpEYEpenHo Hanarane tramadol Tpa0Ba fa ce npiiara BHEMATEIHO.
CymozuropamTe HE Ce IpRIIATaT NpH Aena nox 12 romiau.

bBpemennoct ¥ Kbpmene

BesomacrocTTa Ha ymoTpebarta o Bpeme Ha OpeMEHHOCT He € HM3cneapada. [ ojleMHTe 03H
MOXKE Ja AMaT yBpeXJalu eeKTH BBpXY IUIOZa H HOBOPOZEHOTO. bpeMeHHH e

DOTEHIWATHATA 1107132 3a MaliKaTta onpaB/iaBa pHcKa 3a IWIoza.
AXO IIeKapCTBOTO ce IpHJara IpH KHPMadKH, TpSOBa Ja ce WMa TIpeABUA, T
Hero ce eKCKpeTHpa B KbpMaTa HpH JOBeKa.




(% HuhopMallis 33 TAlHEHT2

OOHKHOBEHO HpH KEpMadkl, KOHTO B3eMaT caMo eflHa jo3a tramadol, He ce Hanara HpeKLECBAHE
Ha KEPMEHETO.

BamsigEe BEPXY coco0H0CTTA 32 modHapane 1 paboTa ¢ MalmaaH

Tpamazgon aMa criteH e¢eKT BEPXY ciIoco0HOCTa 3a mohupane i paboTa ¢ MalHHA, 110-
CIIENAANIHO B HAYAIOTO HA HEYSHHETO, NPH IpeMUHaBaye/ CMIHA C PYTH JIEKapCTBCHH
IpPOAYKTH, WK B KOMOWHANMS C APYTH NCHTPaTHOLACHCTBAINE HEKAapCTBCHH MPONYKTH K
oco0exHo aKo ce IIpHEMe ¢ alNKoXoJL. 3aToBa ce 3a0pansBa fia ce modHpa Hiy padoTh ¢ MAlIHHH
HO BpEM¢E Ha JI€YEHHETO.

JlexapcTBeEN B3auMoacicTBEA
Tramadol He TpaGea ga ce npunara 3aeguo ¢ MAO HHXHGH'ropH AR OpH rrarmeH’m B3EMATH
MAO-prxuburopu npes HocneaanTte 14 gau.

Ilpu efHOBpEeMESHEO HpHUNOXKEHAE Ha JICKapcTBa ¢ edeKT BEpXY OeHTPaIHATA HEpBHA CHCTEMA
(aHecTeTHIH, aHTHACHPECAHTH, HEBPONCITHEH, CEAATHBY, aEKCHOJHIWLIH, CEHOTEODHH) HIH
[P KOHCYMAallHA Ha aJIKOXOH € BE3MOXKHO CHHEPrHdHO JIGI/ICTBHG npo;namaamo ce CEC 3aCHIeHa
CeAalA WIM Ho-CHiHO o0e30onBamo nekicTere. - -

E,zmoapemenﬁoro HmeOH{eHHe ¢ Kap0aMazeHH- 3acmma 06M£Hamna tramadol H nopa}m TOBa
ca HeO0OXOMH HQ—BHCOKH Jo3d tramadol. T e . -
EHOBpEMEHEOTO HpPHNOXKEHHE CEHC cnen:ﬁ@}rq}m mﬁmopn Ha oﬁpa'r}m'ro 3anaBaHe Ha
CEPOTOHUHA, TPHNUKIHYHA AHTHACTIPECAHTH H Hesponemmm MOJK€E. 1a TIOBAINH. PACKa OT
THPHOBE. :

Tipr BIEHOBPEMBEEHOTO JIEYSHHE C Tramadol H xepmaam HA Kymaprma (manpmvep warfarin) ce
H3HCKBA OCOOCHHO BHEMAHHE DOpagH HOKIIANBANY CIyIad Ha MOBHEMABaHEe Ha INR H eKXHMO3H
Y BAKoH manuesTH. J{pyrH jieKapecTBeH: HPOIYKTH, 33 KOHTO ce 3Hae de maxudnpar CYP3A4
xaro ketokonazole i erythromycin e BE3MOXHO Aa BEXHOHpaT MeTabonH3Ma Ba TpaMagona (O-
AeMeTEIaN¥S), CEII0 TaKa BEPOSTHO B METaboru3Ma Ba aKTHBHHAS O-nememmpan MeTaGoNHT.
He e m3ciieBana KIMHAYHATA 3HAYUMOCT Ha TOIOOHO B3auMOASHCTBHE.

He ce mpemopsuBa KOMOMHAIMSIA OT CMECEHH AromHHCT/ AHTATOHHCTH (Hanpmep
buprenorphine, nalbuphine, pentazocine) ¢ tramadol, 15 kato apamrerwarasT (06e3Gonspam) -
edexT TEOpETHIHO MOe Ja 65/1c HamaleH IPH Te3H oﬁcma'rencma_

M o2HpPOBKA H HATHH HA UPHJI0KECHAE : .

I{oanpom{a’ra ¢ HEI@BHAYATHA H ce IPHCI0Co0IBa cnope,u cullaTa Ha. 60mca'ra.

IpubnHsurenna cXeMa Ha JO3HpaHe: . : . .

Buwapacinnu u Oeya Hao 12-z00uuna ev3pacm: 1 cyno:m'rop}ix oT 100mg ,H,osa'ra ce oBTaps
cen 3 o 5 gaca. :

CynosuropuyTe He ce IpRiarar IpH Jelia o 12 rofHun Hopafi BHCOKOTO CHAbPKAaHHS Ha
NXCKapCTBEHO BEIIECTBO. ) .

JHepHaTa 032 33 BB3pacTEX He TpsOBa fa Hagxsepid 400 mg.

Ilpu manuentH ¢ 0n0pedHa HEHOCTATHYHOCT MIM HapymeHa (yHKOHY Ha HepHHS Hpob ce
HPENOPHYBAT O-MalK® JO3H M HO-TONeMH KHTCPBaiy, ONpeeIicHH OT JICKyPainys JeKap.
Ilpenop®yBa ce HpH HAIMEHTH HAaK 75-TOOdmHA BE3PacT JHEBHATA 032 La He Hanxebpins 300
mg,.

IIpomanara Ha fo3aTa Tpg0Ba Xa ce 00CHAH C IeKapsd.

Tramadol He Tpa0pa ma ce upmiaara NMO-HPOABIDKATEIHO OT a0COMIOTHO HEOOXODEMOTO 3a
JASICHUETO.

IIpossIDxHATENHOTO JedeHre ¢ tramadol TpsGea na ce CHefu CIPUKTHO OT NeKaps.

Iipenozupane

ITpm cmy4aiino peo3upaHe ce KOHCYITHpaliTe ¢ IeKyBamKsa CH eKap.
Axo0 ce NPHIOKH 71032 MHOT'O TI0-BHCOKA OT IIperopbhbdBaHarta , Moe Ja ce
OTpapgHE: HapyINeHHs HA CB3HAHWeTO (CBHINO M KOMa), reHepaln3HpaHH




fa HwhopMaini 3a nalpedTa

IMOHH)KEHO apTCPHANHO HaldraHe, yIeCTeHA CEHpAedHa HeiffHocT, CTECHEHH WK paslIHpPEHH
3CHUIH, DOATHCKAHE HA JAMIAHETO.

IIpu Texwo oTpaBsHe chbe 3aryba Ha CH3HAHWETO H IOBLPXHOCTHO AUINAHE ce Ipuiara naloxone;
TIPE MOZBYHE IBPI0BE ce Hpriara diazepam HHTPaBeHO3HO.

Cremen MepKH IpH IpeAo3HpaHe: ITO/ITEPKaHH Ha CBODOHA MIXATENHHE THTHING, OUTEPKAHE
Ha JAiaHeTo H MHPKYNanHd B 3aBHCHAMOCT 0T CaMIIToMETE. Tramadol ce emMuHEpa B A3BECTHA
CTEMICH OT cepyMa d9pe3 Jualu3a.

Hesmenamn peaknen
Moxe ga ce MOSBAT H3MOTABAHE, CBETOBBPTEK, 3aMaiiBaHe, CyX0Ta B YCTATa M YMOPA; PAEKO H

CEpHeOneHe, XUNEPTOHHS, XUIFOTOHHT IIPH PA3KO0 HANPaBIHE HAH CHPHEYHO-CHI0B KOJATC,
Tlorskora MoxXe Na ce IOABAT I7aBoOoNHe, IOBPHIIAHE, 3aIleK, CTOMAMMHO-IPEBHA HaPYIIECHAS
{TexxecT B xopeMa, obpa3yBaHe HA Ta30Be).

Msaoro . pamxo ce cro0masa 3a crabocT npu HBHKEHWS, HApYHICHWE HA ANCTHTA ‘B NRKOUHK
HapYLICHIET.

H3KIF0MATENHO PAAKO MOXE Ha BE3HUKHAT NpH3HANY Ha CTUMYIMpaHne Ha [EHTparHaTa HepBHA
cacreMa (TPeBOXHOCT, Oe3loKoiCTBO, TpemepeHe, CHa3MH,  eydopHd, CMONHOHATHA
HecTaOHAROCT, .. XAMONERANIAN); 0O0BpKBaHe, .pasBETHE - Ha ‘TONEPAHTHOCT, 3I0yHoTpeha,
CHMITTOMH Ha OTHEMAHE IPH PI3K0 NPEeyCTAHOBIBaHE Ha IPOTBDKHTEIHO JeIeHAE, -
HabmonasaHu ¢a anepradHy KOy peakuad (cepOesk, Koxker obpue); He MOXe HauslIHO A3 ce
H3KIFOYH MOSBATA Ha AllEPrEIHE Peakilay, KOUTO MOJKE 13 IPEM3BHKAT IIOK. .

TIanpesTET Tpa0Ba o2 yBEIOME NEKYBalHd CH JIeKap, axo Habirogasa Wi TFOJI024pPa HEXXeaani
edexry.

Crxpanesne H CPOK HA TOXHOCT

JlexapcTBOTO EE TpgORa ha Ce H3MOM3BA CHEH mmqaﬂem Ha .JaTara Ba CpoKa Ha FOHOCT,
yKa3aHa BBPXY OIAKOBKATA.

Jla ce cexpangsa 5o 25°C.

Jia ce HasHE Ha MecTa, HEHOCTHIEH 33 Nena.

HadopMannsa 32 HaYHEA HA OPEANECBaHEe
CaM0 Do IeKapcKo NMpeRIHcaie.

OnakoBKE
5 cymosuropnu ot 100 mg

Ifpor3BoaATER H NPETEKATEN HA papenieHAeTo 3a yuorpeba
Krka, d.d., Novo mesto, Slovenia

Penaxuns
16 oxTomepu, 2000 r.




