

gamoyenebis instruqcia: informacia momxmareblisTvis
Tramadol 50 mg/ml saineqcio / sainfuzio xsnari
tramadol hydrochloride
am samkurnalo saSualebis gamoyenebamde yuradRebiT waikiTxeT mTliani instruqcia, vinaidan igi Seicavs TqvenTvis mniSvnelovan informacias.
· SeinaxeT instruqcia! SesaZlebelia mogvianebiT warmoiSvas misi xelaxali wakiTxvis saWiroeba.
· raime kiTxvebis warmoqmnis SemTxvevaSi mimarTeT eqims an farmacevts.
· es medikamenti gamowerilia mxolod TqvenTvis. ar misceT sxvebs. mas SeuZlia ziani miayenos maT, maSinac ki, Tu maT Tqveni daavadebis msgavsi niSnebi aqvT.
· gverdiTi movlenebis gamovlenis SemTxvevaSi - mimarTeT Tqvens eqims an farmacevts konsultaciisTvis. es agreTve exeba im gverdiT movlenebs, romelic ar aris aRniSnuli am instruqciaSi. ix. seqcia 4. 
instruqciaSi gaecnobiT
1. ra aris Tramadol da risTvis gamoiyeneba 
2. [bookmark: _Hlk133421999]ra unda icodeT Tramadol –is gamoyenebamde
3. rogor unda gamoiyenoT Tramadol 
4. SesaZlo gverdiTi movlenebi
5. rogor unda SeinaxoT Tramadol 
6. SefuTvis Semadgenloba da sxva informacia

1. ra aris Tramadol da risTvis gamoiyeneba 
Tramadol – is aqtiuri nivTiereba aris tramadolis hidroqloridi (SemdgomSi teqstSi tramadoli)- opioiduri analgetiki (tkivilgamayuCebeli), romelic moqmedebs centralur nervul sistemaze. igi amsubuqebs tkivils, Tavis da zurgis tvinis gansazRvrul nervul ujredebze zemoqmedebis gziT.
Tramadol gamoiyeneba zomieri da Zlieri tkivilis Sesamsubuqeblad. 
2. ra unda icodeT Tramadol gamoyenebamde
ar gamoiyenoT Tramadol Semdeg SemTxvevebSi:
· Tu gaqvT alergia tramadolis an am samkurnalo saSualebis nebismieri sxva Semadgeneli komponentis mimarT (CamoTvlili seqcia 6-Si); 
· alkoholiT, saZile saSualebebiT, tkivilgamayuCeblebiT, opioidebiT an sxva fsiqotropuli saSualebebiT mwvave mowamvlis dros (preparatebi, romlebic moqmedeben guneba-ganwyobaze da emociebze);
· Tu Tqven iRebT an bolo 14 dRis ganmavlobaSi iRebdiT monoaminoqsidazis (mao) inhibitorebs (depresiis samkurnalo preparatebi) (ix. sxva samkurnalo saSualebebi da Tramadol)
· Tu Tqven gaqvT epilefsia da gulyrebis mkurnaloba ver kontroldeba saTanadod;
· SenacvlebiTi Terapiis saxiT narkotikebiT mkurnalobis Sewyvetis dros.
gafrTxilebebi da sifrTxilis zomebi
Tramadol -is miRebamde mimarTeT eqims konsultaciisTvis:
- Tu fiqrobT, rom damokidebuli xarT sxva tkivilgamayuCebel saSualebebze (opioidebze); 
- Tu gaqvT momatebuli mgrZnobeloba opiatebis mimarT; 
- Tu gaqvT gonebis dakargvis SemTxvevebi (Tu grZnobT guliswasvlas);
- Tu imyofebiT Sokis mdgomarebaSi (amis niSani SeiZleba iyos civi ofli);
- Tu gaqvT qalasSida wnevis momateba (SesaZloa qala-tvinis travmis Sedegad an Tavis tvinis daavadebis SemTxvevaSi);
- Tu gaqvT sunTqvasTan dakavSirebuli problemebi;
- Tu gaqvT midrekileba epilefsiisken an gulyrebisken, vinaidan gulyrebis riski SeiZleba gaizardos;
- Tu gawuxebT depresia da iRebT antidepresantebs, radgan zogierT maTgans SeuZlia urTierTqmedeba tramadolTan (ix.sxva medikamentebi da tramadoli).  
mimarTeT Tqvens eqims an farmacevts, Tu tramadolis gamoyenebisas gamogivlindebaT romelime qvemoT CamoTvlili simptomi:
Zlieri daRliloba, madis daqveiTeba, muclis tkivili, gulisreva, Rebineba an dabali wneva. Ees SeiZleb miuTiTebdes, rom gaqvT Tirkmelzeda jirkvlis ukmarisoba (kortizolis dabali done). Tu gaqvT es simptomebi, mimarTeT eqims, romelic gadawyvets gWirdebaT Tu ara hormonis damatebiT miReba.

tramadoli RviZlSi gardaiqmneba specifiuri fermentis saSualebiT. zogierT adamians gaaCnia am fermentis variaciebi da isini sxvadasxvanairad SeiZleba gamovlindes. zogierTSi isini SeiZleba gamovlindes arasakmarisi tkivilgamayuCebeli efeqtis saxiT, xolo sxva pacientebi arian seriozuli gverdiTi efeqtebis momatebuli riskis qveS. Tu TqvenTan gamovlenili iqneba romelime aseTi simptomi, SewyviteT wamlis miReba da dauyovnebliv mimarTeT samedicino daxmarebisTvis: neli an zedapiruli sunTqva, areuli cnobiereba, Zilianoba, Seviwroebuli Tvalis gugebi, gulisreva an Rebineba, kuWis Sekruloba an madis dakargva.
pacientebSi, romlebic Rebulobdnen tramadols rekomendirebuli doziT, SeiniSneboda epilefsiuri gulyrebi. riski matulobs tramadolis maqsimaluri rekomendirebuli sadReRamiso dozis gadaWarbebisas (400 mg).

tolerantoba, damokidebuleba da miCveva 
es wamali Seicavs tramadols, romelic aris ipioiduri preparati. Oopioidebis ganmeorebiTma gamoyenebam SeiZleba gamoiwvios wamlis naklebad efeqturoba (Tqven eCveviT, rasac tolerantoba hqvia). tramadolis ganmeorebiTma gamoyenebam SeiZleba gamoiwvios damokidebuleba, borotad gamoyeneba da miCveva, ramac SeiZleba gamoiwvios sicocxlisaTvis saSiSi Warbi dozireba.Aam gverdiTi efeqtebis riski SeiZleba gaizardos ufro maRali doziT da xangrZlivi gamoyenebisas. miCvevam an damokidebulebam SeiZleba gagrZnobinoT, rom veRar akontrolebT ramdeni wamali gWirdebaT an ramdenad xSirad gWirdebaT misi miReba.
miCvevis da damokidebulebis riski gansxvavdeba sxvadasxva adamianSi.  Tqven SeiZleba gqondeT maRali riski gaxdeT tramadolze damokidebuli an miCveuli Tu:
· Tqven an Tqvens ojaxSi vinmes odesme gqoniaT borotad gamoyeneba an iyaviT damokidebuli alkoholze, receptiT gacemul medikamentebze an aralegalur wamlebze (“damokidebuleba”);
· Mmweveli xarT;
· Oodesme gqoniaT xasiaTis cvlilebis problemebi (depresia, SfoTva, an pirovnuli aSliloba) an mkurnalobdiT fsiqiatrTan sxva fsiqikuri daavadebis gamo.
Tu tramadolis miRebisas SeamCnevT romelime qvemoT CamoTvlil niSans, es SeiZleba iyos imis niSani, rom Tqven gaxdiT damokidebuli an miCveuli:
· Tqven unda miiRoT wamali imaze met xans, vidre eqimma girCiaT;
· Tqven unda miiRoT rekomendebulze meti doza;
· Tu Tqven iyenebT preparats daniSnulebis garda sxva mizezis gamo, magaliTad, “dasamSvideblad” an “dasaZineblad”;
· Tqven ganmeorebiTi, warumatebeli mcdelobebi gaqvT SewyvitoT an akontroloT preparatis gamoyeneba;
· preparatis miRebis Sewyvetisas Tavs cudaT grZnobT da Tavs ukeT grZnobT wamlis xelaxla miRebis Semdeg (“moxsnis efeqti”).
Tu SeamCnevT romelime am niSans, mimarTeT Tqvens eqims, rom ganixilos TqvenTvis saukeTeso mkurnalobis gza, maT Soris rodis aris mizanSewonili Sewyveta da rogor SewyvitoT usafrTxod (ixileT nawili 3, ‘Tu SewyvetT tramadolis gamoyenebas’).
Aarsebobs mcire riski imisa, rom Tqven SeiZleba gamogivlindeT e.w. serotoninis sindromi, romelic SeiZleba ganviTardes tramadolis da zogierTi antidepresantis kombinaciaSi gamoyenebisas an marto tramadolis gamoyenebisas. 
dauyonebliv mimarTeT samedicino daxmarebas, Tu gaqvT raime simptomi, romelic dakavSirebulia am seriozul sindromTan (ixileT nawili 4 ‘SesaZlo gverdiTi movlenebi’).     

ZilTan dakavSirebuli sunTqvis darRvevebi
Tramadol-s SeuZlia gamoiwvios ZilTan dakavSirebuli sunTqvis darRvevebi, rogoricaa Zilis apnoe (ZilSi sunTqvis gaCereba) da ZilTan dakavSirebuli hipoqsemia (sisxlSi Jangbadis dabali done). simptomebi SeiZleba moicavdes Zilis dros sunTqvis pauzebs, RamiT gaRviZebas qoSinis gamo, Zilis SenarCunebis sirTules an gadaWarbebul Zilianobas dRis ganmavlobaSi. Tu Tqven an sxva pirma SeamCnia es simptomebi, mimarTeT eqims. eqimma SeiZleba ganixilos dozis Semcireba.

Tu preparat Tramadol -iT mkurnalobis dros TqvenTan warmoiSva nebismieri zemoT CamoTvlili mdgomareoba an aseTi mdgomareobebi adre iyo SemCneuli, gTxovT, SeatyobinoT amis Sesaxeb Tqvens eqims.

bavSvebi da mozardebi
Tramadol ar gamoiyeneba 1 wlamde asakis bavSvebSi.
gamoyeneba sunTqvis darRvevis mqone bavSvebSi
tramadolis gamoyeneba ar aris rekomendirebuli sunTqvis darRvevebis mqone bavSvebSi, vinaidan maTTan SesaZlebelia tramadolis toqsikurobis simptomebis gaZliereba.
sxva samkurnalo saSualebebi da Tramadol 
SeatyobineT eqims an farmacevts yvela im samkurnalo saSualebis Sesaxeb, romlebsac iyenebT bolo dros, iyenebdiT an apirebT gamoyenebas.
Tramadol ar SeiZleba gamoyenebuli iyos mao-s inhibitorebTan erTad an maTi gamoyenebis Sewyvetidan 14 dRis ganmavlobaSi (ix. ar gamoiyenoT Tramadol Semdeg SemTxvevebSi).
Tramadol -is tkivilgamayuCebeli efeqti da moqmedebis xangrZlivoba SeiZleba Semcirdes, Tu Tqven iRebT wamlebs, romlebic Seicaven:
· karbamazepins (miiReba epilefsiis samkurnalod);
· ondansetrons (Rebinebis sawinaaRmdego preparati).
eqimi getyviT, unda miiRoT Tu ara Tramadol da ra doza unda miiRoT. 

gverdiTi movlenebis warmoqmnis riski izrdeba:
· Tu Tqven Tramadol-Tan erTad iyenebT trankvilizatorebs, saZile saSualebebs, sxva tkivilgamayuCeblebs, magaliTad, rogoricaa morfini an kodeini (romlebic aseve Sedis xvelebis sawinaaRmdego preparatebis SemadgenlobaSi) da alkohols. SesaZlebelia igrZnoT Zilianoba an guliswasvlis SegrZneba. aseT SemTxvevaSi acnobeT eqims an eqTans;
· Tu iRebT gabapentins an pregabalins epilefsiis an nervuli problemebis gamo tkivilis samkurnalod (neiropaTiuri tkivili);
· Tu Tqven iyenebT preparatebs, romlebsac SeuZlia gulyrebis gamowveva, mag. gansazRvrul antidepresantebs. Tramadol-Tan erTdrouli gamoyenebisas gulyrebis ganviTarebis riski SeiZleba gaizardos. Tqveni eqimi getyviT, SegiZliaT Tu ara Tramadol -is gamoyeneba;
· Tu Tqven iyenebT garkveul antidepresantebs, Tramadol –s SeuZlia Sevides urTierTqmedebaSi am preparatebTan da TqvenTan SeiZleba ganviTardes serotoninis sindromi (ix.seqcia 4 “SesaZlo gverdiTi movlenebi”);
· Tu Tqven iyenebT kumarinis rigis antikoagulantebs (sisxlis gamaTxierebeli wamlebi), mag, varfarins, Tramadol -iT mkurnalobis dros. am preparatebis moqmedebiT SeiZleba dairRves sisxlis Sededeba da ganviTardes sisxldena.
Tramadol -is sakvebTan da alkoholTan erTad miReba
ar miiRoT alkoholi Tramadol -iT mkurnalobis dros, vinaidan SesaZlebelia preparatis moqmedebis gaZliereba. sakvebis miReba ar moqmedebs tramadolis efeqturobaze.
orsuloba, laqtacia da fertiloba
Tu Tqven xarT orsulad an xarT meZuZuri deda, gaqvT orsulobaze eWvi an gegmavT orsulobas, am wamlis gamoyenebamde mimarTeT konsultaciisTvis eqims an farmacevts. 
orsulobis dros tramadolis usafrTxoebis Sesaxeb informacia Zalian SezRudulia. Sesabamisad, orsulobis periodSi Tramadol –is miReba ar SeiZleba.
orsulobis dros Tramadol –is xangrZlivi gamoyenebisas axalSobilebSi SeiZleba ganviTardes abstinenciis simptomebi.
tramadoli gamoiyofa dedis rZeSi. amitom ar unda miiRoT Tramadol  erTjerze metad ZuZuTi kvebis periodSi, xolo Tu Tramadol miiReba erTjerze metad, unda SewyvitoT bavSvis kveba ZuZuTi. registraciis Semdgom periodSi kvlevebma ar gamoavlines tramadolis zegavlena fertilobaze. tramadolis gavlena fertilobaze ar aris konstantirebuli cxovelebze Catarebul kvlevebSi. 
zemoqmedeba satransporto saSualebebis marTvisa da meqanizmebis momsaxureobis unarze 
Tramadol –s SeuZlia Zilianobis, Tavbrusxvevis gamowveva, da Sesabamisad SeuZlia imoqmedos reagirebis unarze. 
Tu grZnobT, rom Tqveni reaqcia daqveiTda, moerideT satransporto saSualebis marTvas da meqanizmebTan muSaobas.
· ar marToT satransporto saSualeba, sanam ar gecodinebaT, Tu rogor moqmedebs Tqvenze es wamali.
· transportis marTva warmoadgens samarTaldarRvevas, Tu es wamali moqmedebs ATqvens mier transportis marTvis unarze.
· Tumca, Tqven ar CaidenT samarTaldarRvevas, Tu:
· preparati dageniSnaT samedicino an stomatologiuri problemebis samkurnalod da 
· Tqven igi miiReT eqimis daniSnulebiT an am preparatTan erTad gacemuli informaciis Sesabamisad.
· igi ar axdenda zemoqmedebas Tqvens usafrTxo tarebis unarze.
gaesaubreT Tqvens eqims an farmacevts, Tu ar xarT darwmunebuli, usafrTxoa Tu ara TqvenTvis satransporto saSualebis marTva am wamlis gamoyenebis dros.

Tramadol Seicavs natriumis acetatis trihidrats
preparati Seicavs 1 mmol natriumze naklebs (23 mg) erT dozaSi, e.i. praqtikulad „ar Seicavs natriums”.
3. rogor unda gamoiyenoT Tramadol 
yovelTvis gamoiyeneT es wamali ise, rogorc girCiaT eqimma. gaurkvevlobis SemTxvevaSi mimarTeT eqims an farmacevts.
mkurnalobis dawyebamde da regularulad mkurnalobis dros, Tqveni eqimi ganixilavs TqvenTan erTad, ras SeiZleba elodoT tramadolis gamoyenebis dros, rodis da ramden xans gWirdebaT misi miReba, rodis mimarToT eqims da rodis unda SewyvitoT misi miReba (ixileT agreTve nawili 2).
doza SeirCeva tkivilis intensivobis da avadmyofis individualuri mgrZnobelobis gaTvaliswinebiT. rogorc wesi, gamoyenebuli unda iyos yvelaze dabali doza, romelic uzrunvelyofs gautkivarebas. saerTo sadReRamiso dozam ar unda gadaaWarbos tramadolis 400 mg-s (rac Seesabameba Tramadol -is 8 ml-s). gamonaklis SemTxvevebSi, klinikuri aucileblobidan gamomdinare, eqims SeuZlia ufro maRali sadReRamiso dozis daniSvna.
Tu eqimma ar mogcaT raime sxva daniSnuleba, maSin Cveulebriv gamoiyeneba qvemoT miTiTebuli dozebi. 
mozrdilebi da mozardebi 12 wlidan 
tkivilis intensivobis gaTvaliswinebiT tramadolis 50-100 mg gamoiyeneba yovel 4-6 saaTSi. Mmaqsimaluri sadReRamiso doza ar unda aWarbebdes 400 mg.
samedicino dargis specialistebisTvis damatebiTi informacia am samkurnalo saSualebis miRebis Sesaxeb mocemulia mocemuli gamoyenebis instruqciis bolos.
xandazmuli pacientebi
xandazmuli asakis pacientebSi (75 wlamde), romlebTanac ar aris klinikurad aRmoCenili Tirkmlis an RviZlis ukmarisoba, dozis koreqtireba Cveulebisamebr ar aris saWiro.
xandazmul pacientebSi (75 wlis da zeviT)  tramadolis gamoyofa SeiZleba Senelebuli iyos. ATu es Tqven gexebaT, eqims SeuZlia gazardos intervalebi preparatis miRebebs Soris.
Tirkmlis an RviZlis mZime daavadebis (ukmarisobis) mqone pacientebi/ dializze myofi pacientebi
Tramadol ar SeiZleba gamoyenebuli iyos Tirkmlis da/an RviZlis mZime ukmarisobis mqone pacientebis mier. msubuqi an saSualo xarisxis ukmarisobis  SemTxvevaSi eqims SeuZlia gazardos intervalebi preparatis miRebebs Soris.
bavSvebSi da mozardebSi gamoyeneba
1-dan 12 wlamde asakis bavSvebi
Cveulebriv tramadolis erTjeradi doza Seadgens sxeulis masis 1-2 mg/kg. rogorc wesi, yovelTvis unda SearCioT yvelaze dabali efeqturi doza, romelic uzrunvelyofs gautkivarebas. sadReRamiso doza ar unda aWarbebdes Semdegi dozebidan umciress: 8mg/kg sxeulis wonaze an aqtiuri nivTierebis 400 mg-s.
jandacvis dargis specialistebisTvis damatebiT informacias bavSvebSi am samkurnalo saSualebis gamoyenebis Sesaxeb ipoviT am gamoyenebis instruqciis bolos.
gamoyenebis meTodi da xangrZlivoba
Tramadol SeyavT nela (1 ml wuTSi), rogorc wesi, sisxlZarRvSi xelis Sida mxares, kunTSi (Cveulebriv dundulSi) an kanqveS. Tramadol aseve SeiZleba ganzavdes da SeviyvanoT venaSi infuziis  saxiT.
jandacvis dargis specialistebisTvis damatebiTi informacia am samkurnalo saSualebis gamoyenebis Sesaxeb mocemulia am gamoyenebis instruqciis bolos.
ar gamoiyenoT Tramadol ufro xangrZlivad, vidre saWiroa. Tu Tqven unda imkurnaloT ufro xangrZlivi drois ganmavlobaSi, eqimi gagiwevT regularul meTvalyureobas drois mokle SualedebSi (saWiroebis SemTxvevaSi mkurnalobis SeCerebiT) da Seamowmebs, saWiroa Tu ara mkurnalobis gagrZeleba da ra doziT.
Tu Tqven migaCniaT, rom Tramadol –is moqmedeba zedmetad Zlieria an zedmetad sustia, uTxariT amis Sesaxeb eqims an farmacevts.
Tu miiReT Tramadol -is daniSnulze meti doza 
Tu SemTxveviT miiReT wamlis damatebiTi doza, Cveulebriv amas ar mohyveba negatiuri Sedegebi. Tqven unda miiRoT Semdegi doza daniSnulebis mixedviT.
Zalian maRali dozis miRebis SemTxvevaSi SeiZleba ganviTardes: gugebis Seviwroeba, Rebineba, arteriuli wnevis daqveiTeba, guliscemis sixSiris momateba, mwvave sisxlZarRvovani ukmarisoba an kolafsi, cnobierebis darRveva komis CaTvliT, krunCxvebi da sunTqvis gaZneleba an gaCerebac ki. aseT SemTxvevaSi saswrafoT unda mimarToT eqims!
Tu dagaviwydaT Tramadol –is miReba
Tu ar gamogiyenebiaT Tramadol –is daniSnuli ineqcia an infuzia, SesaZlebelia tkivilis ganaxleba. Aar miiRoT ormagi doza gamotovebulis sanacvlod. ubralod gaagrZeleT Tramadol - is gamoyeneba.  
Tu SewyviteT Tramadol –is miReba
ar unda SewyvitoT swrafad am wamlis gamoyeneba, garda im SemTxvevisa, rodesac es aris eqimis miTiTeba. Tu gsurT am wamlis gamoyenebis Sewyveta, mimarTeT manamde eqims konsultaciisTvis, gansakuTrebiT Tu wamals iRebdiT drois xangrZlivi periodis ganmavlobaSi. eqimi girCevT, rodis da rogor unda SewyvitoT mkurnaloba, da es SeiZleba moicavdes dozis TandaTanobiT Semcirebas arasasurveli gverdiTi efeqtebis riskis Sesamcireblad (wamlis moxsnis simptomi).
Tu mkurnaloba preparat Tramadol -iT wydeba an sruldeba Zalian swrafad, mosalodnelia tkivilis ganaxleba. Tu gsurT mkurnalobis Sewyveta gverdiTi movlenebis gamo, gTxovT, SeatyobinoT amis Sesaxeb eqims an eqTans.
Cveulebisamebr Tramadol-iT mkurnalobis Sewyvetis Semdeg moxsnis reaqcia ar SeimCneva. Tumca, iSviaTad, Tramadol -is mimRebma pacientebma garkveuli drois ganmavlobaSi SeiZleba Tavi cudad igrZnon, Tu mkurnaloba Sewyvetili iyo uecrad. am pacientebSi SeiZleba SeimCneodes agzneba, mousvenroba, nerviuloba da Ytremori. aseve SesaZlebelia dabneuloba,  hiperaqtiuroba, Zilis darRvevebi, kuW-nawlavis traqtis darRvevebi. zogma pacientma SeiZleba igrZnos panikuri Setevebi, Zlierad gamoxatuli SfoTva, halucinaciebi, uCveulo SegrZnebebi: qavili, Cxvletis SegrZneba, dabuJeba, yurebSi Suili. Zalian iSviaTad SeimCneva sxva uCveulo simptomebi cns-is mxridan, magaliTad, cnobierebis darRveva, bodva, pirovnebis aSliloba (depersonalizacia) da realobis aRqmis darRveva (derealicazia) da devnis SegrZneba (paranoia).
Tu mkurnalobis dasrulebis Semdeg gamogivlindaT romelime zemoT CamoTvlili simptomi, gTxovT, acnoboT eqims an eqTans.
am wamlis Sesaxeb nebismieri kiTxvis gaCenis SemTxvevaSi mimarTeT eqims an farmacevts.
4. SesaZlo gverdiTi movlenebi
sxva samkurnalo saSualebebis msgavsad am wamalmac SeiZleba gamoiwvios gverdiTi movlenebi, magram yvelasTan isini ar vlindeba.
Cveulebisamebr gverdiTi movlenebis sixSire ganisazRvreba Semdegnairad:
Zalian xSirad (10 pacientidan vlindeba 1-ze met pacientTan):
· Tavbrusxveva
· gulisreva
xSirad (10 pacientidan vlindeba 1-ze nakleb pacientTan)
· Tavis tkivili, Zilianoba,
· yabzoba, piris simSrale, Rebineba;
· oflianoba (hiperhidrozi)
· daRliloba;
ufro iSviaTad (vlindeba 100-dan 1-ze nakleb pacientTan)
· gavlena gulis ritmze da sisxlis mimoqcevaze, (guliscemis gaZliereba, gulis riTmis aCqareba, sisuste vertikalurad adgomisas, an mwvave sisxlZarRvovani ukmarisoba an kolafsi). zemoT CamoTvlili gverdiTi movlenebi ZiriTadad SeiZleba gamovlindes venaSi Seyvanisas, an pacientebSi, romlebic ganicdian fizikur stress;
· boyini, kuWis mxriv darRvevebi (magaliTad, mucelSi zewolis SegrZneba, muclis Seberiloba), diarea;
· kanis reaqciebi (magaliTad: qavili, gamonayari, WinWris cieba,).
iSviaTad (vlindeba naklebad, vidre 1000-dan 1 pacientTan) 
· alergiuli reaqciebi (magaliTad: sunTqvis gaZneleba, bronqospazmi, mstvenavi sunTqva, kanis SeSupeba) da Soki (sisxlis mimoqcevis ucabedi ukmarisoba);
· Senelebuli guliscema;
· sisxlis wnevis mateba;
· paTologiuri SegrZnebebi (magaliTad: qavili, Cxvletis SegrZneba, dabuJeba), kankali, epilefsiuri gulyrebi, kunTebis uneblie moZraobebi, koordinaciis darRveva, gardamavali gonebis dakargva (sinkope), metyvelebis darRvevebi;
epilefsiuri gulyrebi viTardeba gansakuTrebiT tramadolis maRali dozebis Seyvanisas, an sxva samkurnalo saSualebebTan erTdroulad Seyvanisas, romlebsac SeuZliaT gamoiwvion krunCxvebi; 
· madis cvlilebebi;
· halucinaciebi, cnobierebis darRvevebi, Zilis darRvevebi, bodva, SfoTva da Ramis koSmarebi;
- preparat Tramadol -iT mkurnalobis Semdeg SeiZleba gamovlindes fsiqologiuri xasiaTis Civilebi. maTi intensiuroba da xasiaTi gansxvavdeba (pacientis personaluri Tvisebebidan da mkurnalobis xangrZlivobidan gamomdinare). SeiZleba gamoixatos guneba-ganwyobis cvalebadobis (ZiriTadad, amaRlebuli ganwyoba, zogjer gaRizianebadoba), aqtiurobis cvlilebebis (rogorc wesi, daTrgunva, zogjer momatebuli aqtivoba), kognituri da sensoruli aRqmis daqveiTebis formiT. (sensoruli aRqmis cvlilebebi da cnobadobis cvlilebebi, romlebic iwveven mcdar gadawyvetilebebs). SeiZleba ganviTardes damokidebuleba. Mmkurnalobis moulodneli Sewyvetisas, SeiZleba ganviTardes abstinenciis simptomebi (ix. Tu SewyviteT Tramadol–is gamoyeneba);
· gugebis Seviwroveba (miozi), gugebis Warbi gafarToeba (midriazi), mxedvelobis darRvevebi;
· sunTqvis Seneleba, qoSini (dispnoe);
· arsebobda Setyobinebebi asTmis gamwvavebis Sesaxeb, Tumca ar aris dadgenili, rom es gamowveuli iyo tramadoliT.
rekomendebuli dozis gadaWarbebas da sxva, Tavis tvinis aqtivobis damTrgunvel preparatebTan erTdroul gamoyenebas SeuZlia sunTqvis Senelebis gamowveva;
· kunTebis sisuste,
· Sardvis darRvevebi (Sardvis Sekaveba an gamoyofili Sardis raodenobis Semcireba CveulebrivTan SedarebiT (dizuria).
Zalian iSviaTad (Cndeba naklebad, vidre 10, 000-dan 1 pacientTan);
· RviZlis fermentebis aqtiurobis momateba.
sixSire ucnobia (ver dgindeba arsebuli monacemebis mixedviT):
· sisxlSi Saqris dabali Semcveloba;
· slokini;
· serotoninis sindromi, romelic SeiZleba gamovlindes rogorc fsiqikuri mdgomareobis cvlilebebi (mag. agzneba, halucinaciebi, koma) da sxva efeqtebi, rogoricaa cxeleba, guliscemis mateba, arastabiluri arteriuli wneva, uneblie krunCxva, kunTebis simtkice, koordinaciis nakleboba da /an kuWnawlavis simptomebi (mag. Gulisreva, Rebineba, diarea) (ixileT nawili 2 ‘ra unda icodeT tramadolis gamoyenebamde’).  
7. serotoninis sindromi, romelic SeiZleba gamovlindes rogorc fsiqikuri mdgomareobis cvlilebebi (mag. Agzneba, halucinaciebi, koma) da sxva efeqtebi, rogoricaa cxeleba, guliscemis aCqareba, arastabiluri arteriuli wneva, uneblie krunCxvebi, kunTebis rigiduloba, koordinaciis darRveva da/an kuW-nawlavis mxriv simptomebi (magaliTad: gulisreva, Rebineba, diarea) (ix. seqcia 2 “ra unda icodeT Tramadol –is gamoyenebamde”)
gverdiTi movlenebis Sesaxeb Setyobinebebi
nebismieri gverdiTi movlenis gaCenis SemTxvevaSi mimarTeT eqims, farmacevts an eqTans. es agreTve exeba SesaZlo gverdiT movlenebs, romlebic ar aris miTiTebuli mocemul instruqciaSi. Tqven aseve SegiZliaT gverdiTi movlenebis Sesaxeb SeatyobinoT erovnuli moxsenebis sistemis saSualebiT
yviTeli baraTis sqema
vebgverdi: www.mhra.gov.uk/yellowcard an moZebneT MHRA yviTeli baraTi the Google Play an Apple App Store-Si.
gverdiTi movlenebis Sesaxeb SetyobinebiT Tqven SegiZliaT dagvexmaroT am samkurnalo saSualebis usafrTxoebis Sesaxeb meti informaciis uzrunvelyofaSi.
5. rogor unda SeinaxoT  Tramadol 
ar gaacioT da ar gayinoT.
SeinaxeT bavSvebisaTvis uxilav da miuwvdomel adgilas.
SeinaxeT es wamali usafrTxo da dacul Sesanax sivrceSi, sadac sxva adamianebs ar eqnebaT masze wvdoma. Mmas SeuZlia seriozuli ziani miayenos da sasikvdilo iyos adamianebisTvis, roca maTTvis daniSnuli ar aris.
ar gamoiyenoT preparati  vargisobis vadis gasvlis Semdeg, romelic miTiTebulia gare SefuTvaze da ampulis etiketze “vargisia mde”. vargisobis vada exeba aRniSnuli Tvis bolo dRes.
ampula gaxsnisTanave unda iqnes gamoyenebuli.
qimiuri da fizikuri stabiluroba dadgenilia 48 saaTis ganmavlobaSi 25 °С temperaturis dros 0,9% natriumis qloridis an 5% glukozis xsnarebSi. mikrobiologiuri TvalsazrisiT xsnari maSinve unda iqnes gamoyenebuli, Tu gaxsna / ganzavebis meTodi ar gamoricxavs mikrobiologiuri dabinZurebis risks. Tu xsnari ar iqneba dauyonebliv gamoyenebuli, maSin preparatis Senaxvis pirobebze mis gamoyenebamde da xangrZlivobaze pasuxismgebelia momxmarebeli.
ar SeiZleba wamlis gadayra sayofacxovrebo narCenebTan erTad an kanalizaciaSi. hkiTxeT farmacevts Tu sad unda gadaagdoT wamali, romelsac aRar iyenebT. es zomebi dagexmarebaT garemos dacvaSi.
6. SefuTvis Semadgenloba da sxva informacia
ras Seicavs Tramadol 
· aqtiuri nivTiereba - tramadolis hidroqloridi.  
xsnaris 1 ml Seicavs 50 mg tramadolis hidroqlorids. 
erTi ampula (1 ml) Seicavs 50 mg tramadolis hidroqlorids.
erTi ampula (2 ml) Seicavs 100 mg tramadolis hidroqlorids
· sxva komponentebi – natriumis acetatis trihidrati, saineqcio wyali. 
Tramadol –is aRweriloba da SefuTvis SigTavsi
gamWvirvale ufero siTxe, xiluli nawilakebis gareSe.
1 an 2 ml xsnari, ufero borosilikatis, I hidrolituri klasis SuSis ampulebSi, gatexvis xaziT an gatexvis wertiliT.A
5 ampula polivinilqloridis apkis sadgamze.  1 sadgami (5 ampula) an 2 sadgami (10 ampula) muyaos kolofSi. 20 sadgami (100 ampula) muyaos kolofSi (hospitaluri gamoyenebisTvis).
 yvela SefuTva SeiZleba ar iyos xelmisawvdomi bazarze.

saregistracio mowmobis mflobeli da mwarmoebeli
ss kalceksi
krustpilsis q. 71E, riga, LV-1057, latvia
telefoni: +371 67083320 
el.fosta: kalceks@kalceks.lv  

es preparati avtorizebulia evropis ekonomikuri zonis wevr qveynebSi da gaerTianebul samefoSi Semdegi saxelwodebiT: 
latvia:			Tramadol 50 mg/ml šķīdums injekcijām/infūzijām
lietuva:			Tramadol 50 mg/ml injekcinis ar infuzinis tirpalas
avstria:			Tramadol 50 mg/ml Injektions-/Infusionslӧsung
ungreTi:			Tramadol 50 mg/ml oldatos injekció/infúzió
CexeTis respublika:	Tramadol Kalceks
poloneTi:			Tramadol Kalceks
didi britaneTi (CrdiloeT irlandia) 
                        Tramadol 50 mg/ml solution for injection/infusion            
rumineTi:		 	Tramadol 50 mg/ml soluție injectabilă/perfuzabilă

winamdebare instruqciis gadaxedvis bolo TariRi 06/2024
---------------------------------------------------------------------------------------------------------------------------------------
Semdegi informacia gankuTvnilia mxolod jandacvis dargis specialistebisTvis.
 Tramadol 50 mg/ ml saineqcio/ sainfuzio xsnari
gTxovT yuradRebiT waikiTxoT es informacia tramadol 50 mg/ml saineqcio an sainfuzio xsnaris gamoyenebamde. damatebiTi informacia aRniSnulia produqciis Tvisebebis SejamebaSi.
aRweriloba
tramadoli 50 mg/ml saineqcio/sainfuzio xsnari warmodgenilia sufTa, ufero xsnaris saxiT, xiluli nawilakebis gareSe, romelic ganTavsebulia ufero borosilikatis SuSis ampulebSi. TiTo ampula Seicavs 2 ml xsnars (100 mg tramadolis hidroqloridi).   
ampulebis gamosayeneblad momzadebis instruqcia
Tramadol –iT avseben ampulebs, romlis gatexvac SeiZleba. ampulaze daitaneba gatexvis xazi an wertili, rac aiolebs ampulis gaxsnas:
1) daiWireT ampula mosatexi TaviT zeviT;
2) qveviT mimarTuli moZraobiT motexeT ampula.

fosologia
doza SeirCeva tkivilis intensivobis da avadmyofis individualuri mgrZnobelobis gaTvaliswinebiT. rogorc wesi, gamoyenebuli unda iyos yvelaze dabali doza, romelic uzrunvelyofs gautkivarebas. saerTo sadReRamiso dozam ar unda gadaaWarbos tramadolis 400 mg-s, garda gansakuTrebuli klinikuri garemoebebisa (magaliTad, simsivniT gamowveuli tkivilis an operaciisSemdgomi Zlieri tkivilis SemTxvevaSi).
Tu sxvagvarad ar aris daniSnuli, Tramadol  unda miiRoT Semdegnairad:
mozrdilebi da mozardebi 12 wlis zemoT
tkivilis intensivobis mixedviT, 50-100mg tramadoli (Seesabameba Tramadol -is 1-2ml) miiReba yovel 4-6 saaTSi. jamurma sadReRamiso dozam ar unda gadaaWarbos 400mg-s.

xandazmuli pacientebi
75 wlamde pacientebSi, romlebTanac ar aris klinikurad dadgenili Tirkmlis an RviZlis ukmarisoba, dozis koreqtireba Cveulebriv ar aris saWiro.
75 welze meti asakis  pacientebSi, tramadolis gamoyofa SeiZleba Senelebuli iyos. Aamitom, saWiroebis SemTxvevaSi dozebs Soris intervalebi SeiZleba gaizardos individualuri moTxovnebis Sesabamisad. 

Tirkmlis ukmarisoba/ dializi da RviZlis ukmarisoba
Tirkmlis da/an RviZlis ukmarisobis mqone pacientebSi 
Tramadol-is gamoyofa Senelebulia. aseT pacientebSi eqims SeuZlia gazardos intervalebi preparatis miRebebs Soris pacientis saWiroebebidan gamomdinare.

pediatriuli populacia
tramadoli ar unda gamoviyenoT 1 wlamde asakis bavSvebSi.
12 wlamde asakis bavSvebSi tramadolis erTjeradi doza Seadgens sxeulis masis 1-2 mg/kg. rogorc wesi, yovelTvis unda SearCioT yvelaze dabali efeqturi doza, romelic uzrunvelyofs gautkivarebas. sadReRamiso doza ar unda aWarbebdes Semdegi dozebidan umciress: 8mg/kg sxeulis masaze an aqtiuri nivTierebis 400 mg.

gamoyenebis meTodi 
intravenurad (xsnari miwodebuli unda iyos nela (1 ml (tramadolis hidroqloridis 50 mg) wuTSi), kunTSi an kanqveS  ineqciis saxiT.
Tramadol aseve SeiZleba ganzavdes saTanado sainfuzio xsnarTan (mag: 0,9% natriumis qloridis an 5% glukozis xsnarTan) venaSi infuziis  saxiT Sesayvanad.
miRebamde samedicino preparatis ganzavebis Sesaxeb instruqciebisTvis ixileT „gansakuTrebuli sifrTxilis zomebi gadagdebisTvis da sxva gamoyenebisTvis“.  
Mmkurnalobis miznebi da Sewyveta
tramadoliT mkurnalobis dawyebamde, mkurnalobis strategia, mkurnalobis xangrZlivobisa da mkurnalobis miznebis CaTvliT, aseve mkurnalobis dasrulebis gegma, unda SeTanxmdes pacientTan, tkivilis marTvis gaidlainis Sesabamisad.Mmkurnalobis dros unda iyos xSiri kontaqti eqimsa da pacients Soris, raTa Sefasdes mkurnalobis gagrZelebis aucilebloba, ganixilos misi Sewyveta da saWiroebis SemTxvevaSi dozis koreqtireba. rodesac pacients aRar esaWiroeba tramadoliT Terapia, SeiZleba mizanSewonili iyos dozis TandaTanobiT Semcireba moxsnis simptomebis Tavidan asacileblad. tkivilis adeqvaturi kontrolis ararsebobis SemTxvevaSi, gasaTvaliswinebelia hiperalgeziis, tolerantobis da ZiriTadi daavadebis progresirebis SesaZlebloba (ix.nawili 4.4)

miRebis xangrZlivoba
ar gamoiyenoT Tramadol ufro xangrZlivad, vidre saWiroa. Tu xangrZlivi drois ganmavlobaSi aris saWiro mkurnaloba avadmyofobis xasiaTisa da simZimis mixedviT, eqimi gagiwevT regularul meTvalyureobas drois mokle SualedebSi (saWiroebis SemTxvevaSi mkurnalobis SeCerebiT) da Seamowmebs, saWiroa Tu ara mkurnalobis gagrZeleba da ra doziT.

gansakuTrebuli sifrTxilis zomebi utilizaciisTvis da sxva mopyrobisTvis
mxolod erTjeradi gamoyenebisTvis.
tramadoli Tavsebadia 0.9% natriumis qloridis an 5% glukozis xsnarebTan infuziebisTvis.
saineqcio moculobis gaangariSeba
1) iangariSeba tramadolis hidroqloridis saerTo saWiro doza (mg): sxeulis wona (kg) x dozaze (mg/kg).
2) iangariSeba saineqcio gamxsneli xsnaris moculoba (ml): gayaviT saerTo doza (mg) gasaxsneli xsnaris saWiro koncentraciaze (mg/ml; ix. cxrili qvemoT).
cxrili. Tramadol  saineqcio/sainfuzio xsnaris ganzaveba 
	ganzavebuli xsnaris koncentracia (tramadolis hidroqloridi mg/ml)
	Tramadol  50mg/ml saineqcio/sainfuzio xsnari (1 ml ampula) + gamxsneli
	Tramadol  50mg/ml saineqcio/sainfuzio xsnari (2 ml ampula) + gamxsneli

	25,0 mg/ml
	1 ml + 1 ml
	2 ml + 2 ml

	16,7 mg/ml
	1 ml + 2 ml
	2 ml + 4 ml

	12,5 mg/ml
	1 ml + 3 ml 
	2 ml + 6 ml

	10,0 mg/ml
	1 ml + 4 ml
	2 ml + 8 ml

	8,3 mg/ml
	1 ml + 5 ml
	2 ml + 10 ml

	7,1 mg/ml
	1 ml + 6 ml
	2 ml + 12 ml

	6,3 mg/ml
	1 ml + 7 ml
	2 ml + 14 ml

	5,6 mg/ml
	1 ml + 8 ml
	2 ml + 16 ml

	5,0 mg/ml
	1 ml + 9 ml
	2 ml + 18 ml



gaangariSebis mixedviT ganazaveT Tramadol ampulis SigTavsi saTanado gamxsnelis damatebiT, SeanjRrieT da gamoiyeneT ganzavebuli xsnaris saWiro raodenoba. Ggamouyenebeli samkurnalo preparati an narCeni masala gadaRvareT adgilobrivi moTxovnebis Sesabamisad.
Ddamxmare nivTierebebi
Nnatriumis acetatis trihidrati da saineqcio wyali.
Tramadol -is xsnaris SeuTavsebloba. 
Tramadol -is 50 mg/ml saineqcio/sainfuzio xsnaris Sereva ar SeiZleba saineqcio an sainfuzio xsnarebTan, romlebic Seicavs: diklofenaks, indometacins, fenilbutazons, diazepams, midazolams, flunitrazepams da gliceril trinitrats.
es samkurnalo preparati ar unda iyos Sereuli sxva  samedicino preparatebTan, garda im preparatebisa, romlebic miTiTebulia paragrafSi “gansakuTrebuli sifrTxilis zomebi gamoyenebisTvis da mopyrobisTvis”.

Senaxvis vada
4 weli.

ampula gaxsnisTanave unda iqnes gamoyenebuli.
qimiuri da fizikuri stabiluroba dadgenilia 48 saaTis ganmavlobaSi 25 °С temperaturis dros 0,9%  natriumis qloridis an 5% glukozis xsnarebSi. 
mikrobiologiuri TvalsazrisiT xsnari maSinve unda iqnes gamoyenebuli, Tu gaxsna / ganzavebis meTodi ar gamoricxavs mikrobiologiuri dabinZurebis risks.
 Tu xsnari ar iqneba dauyonebliv gamoyenebuli, maSin preparatis Senaxvis pirobebze mis gamoyenebamde da xangrZlivobaze pasuxismgebelia momxmarebeli.

gansakuTrebuli sifrTxilis zomebi Senaxvisas
ar gaacioT an ar gayinoT. 
samedicino produqtis ganzavebis an pirvelad gaxsnis Semdeg Senaxvis pirobebis Taobaze ixileT paragrafi ‘Senaxvis vada’. 
konteineris saxe da SigTavsi
1 an 2 ml xsnari, ufero borosilikatis, I hidrolituri klasis SuSis ampulebSi, gatexvis xaziT an gatexvis wertiliT.A
5 ampula polivinilqloridis apkis sadgamze.  1 sadgami (5 ampula) an 2 sadgami (10 ampula) gare SefuTvaSi. 20 sadgami (100 ampula) gare SefuTvaSi (hospitalSi gamosayeneblad).




