gamoyenebis instruqcia

rominaziti


savaWro dasaxeleba: rominaziti.

saerTaSoriso arapatentirebuli dasaxeleba: aziTromicini.

samkurnalo saSualebis forma: apkiani garsiT dafaruli tabletebi.
Semadgenloba: erTi apkiani garsiT dafaruli tabletis Semadgenloba:
aqtiuri nivTiereba: aziTromicinis dihidrati, 500 mg aziTromicinis eqvivalentiT.
damxmare nivTierebebi: preJelatinizirebuli saxamebeli, kopovidoni, dabal Canacvlebadi hidroqsipropilceluloza, kalciumis hidrogenfosfati uwylo, krospovidoni, talki, magniumis stearati, natriumis laurilsulfati, hipromeloza, makrogoli 6000, titanis dioqsidi, siliciumis dioqsidi koloiduri uwylo, dimetikoni.

farmakoTerapiuli jgufi: antibiotiki makrolidebis jgufidan – azalidi.

preparatis kodi aTq  J01FA10.

farmakologiuri Tvisebebi
farmakodinamika
antibiotiki moqmedebis farTo speqtriT. antibiotiki-azalidi, makroliduri antibiotikebis warmomadgeneli. anTebis keraSi maRali koncentraciis warmoqmniT avlens baqteriocidul moqmedebas.
aziTromicinis mimarT mgrZnobiare gramdadebiTi kokebi: Streptococcus pneumoniae, St. pyogenes, St. agalactiae, streptokokebi CF da G jgufidan, Staphylococcus aureus, St. viridans; gramuaryofiTi baqteriebi: Haemophilus influenzae, Moraxella catarrhalis, Bordetella pertussis, B. parapertussis, Legionella pneumophila, H. ducrei, Campylobacter jejuni, Neisseria gonorrhoeae da Gardnerella vaginalis; zogierTi anaerobuli mikroorganizmi Bacteroides bivius, Clostridium perfringens, Peptostreptococcus spp; aseve Chlamydia trachomatis, Mycoplasma pneumoniae, Ureaplasma urealyticum, Treponema pallidum, Borrelia burgdoferi.
aziTromicini araaqtiuria eriTromicinis mimarT mdgradi gramdadebiTi baqteriebis mimarT.
farmakokinetika
SigniT miRebis Semdeg aziTromicini kargad Seiwoveba da swrafad gadanawildeba organizmSi. 500 mg erTjeradi miRebis Semdeg bioSeRwevadoba Seadgens 37% RviZlidan pirveladi gasvlis efeqtis xarjze. Cmax sisxlis SratSi miiRweva 2-3 saaTis Semdeg da Seadgens 0,4 mg/l.
cilebTan kavSiri aris sisxlis SratSi arsebuli koncentraciis ukuproporciuli da Seadgens 7-50%. gadanawilebis moculoba Vd Seadgens 31,1 l/kg. aRwevs ujredebis membranebSi (efeqturia ujredSida gamomwvevebiT gamowveuli infeqciebis dros). infeqciis adgilas transportirdeba fagocitebiT, sadac gamonTavisufldeba baqteriebis TanmxlebiT. martivad aRwevs histohematur bariers da aRwevs qsovilSi. SratSi arsebul koncentraciasTan SedarebiT, koncentracia ujredebSi da qsovilSi aris 10-50-jer meti, infeqciis adgilas ki 24-34%-iT meti, vidre janmrTel qsovilSi.
aqtivobis kargviT demeTilirdeba RviZlSi.
T1/2  – 35-50 sT. T1/2 qsovilidan mniSvnelovnad metia. aziTromicinis Terapiuli koncentracia narCundeba bolo dozis miRebidan 5-7 dRis ganmavlobaSi.
aziTromicini ZiriTadad gamoiyofa Seucvleli saxiT – 50% nawlavebidan, 6% TirkmelebiT.

gamoyenebis Cvenebebi
preparatis mimarT mgrZnobiare mikroorganizmebiT gamowveuli infeqciur-anTebiTi daavadebebi:
- zeda sasunTqi gzebis da yel-yur-cxviris organoebis infeqciebi (faringiti/tonziliti, sinusiti, Sua yuris anTeba);
- qveda sasunTqi gzebis infeqciebi (mwvave bronqiti, qronikuli bronqitis gamwvaveba, pnevmonia, maT Soris atipiuri gamomwvevebiT gamowveuli);
- kanisa da rbili qsovilebis infeqciebi (saSualo xarisxis gamonayari, wiTeli qari, impetigo, meoradi inficirebuli dermatozebi);
- laimas daavadebis sawyisi stadia (boreliozi) – migrirebuli eriTema (erythema migrans);
- Helicobacter pylori asocirebuli kuWisa da Tormetgoja nawlavis daavadeba;
- Sard-sasqeso gzebis infeqciebi, gamowveuli Chlamydia trachomatis (ureTriti, cerviciti);

ukuCvenebebi
- momatebuli mgrZnobeloba makrolidebis jgufis antibiotikebis, eriTromicinis, ketolidebis mimarT;
- RviZlis da Tirkmelebis funqciis mZime darRveva;
- laqtaciis periodi (bunebrivi kveba);
- ergotaminTan da dihidroergotaminTan erTdrouli miReba;
- 12 wlamde bavSvTa asaki da 45 kg-ze naklebi sxeulis wona (250-500 mg tabletebisaTvis, bavSvebSi rominaziti gamoiyeneba suspenziis formiT, rac uzrunvelyofs dozirebis sizustes da miRebis moxerxebulobas);
sifrTxiliT iniSneba RviZlis funqciis msubuqi xarisxis simZimis dros, Tirkmelebis funqciis msubuqi xarisxis simZimis dros, proariTmogenuli faqtorebis arsebobisas (gansakuTrebiT xandazmuli asakis pirebSi): QT intervalis Tandayolili an SeZenili gaxangrZliveba, IA klasis (qinidini an prokainamidi) da III klasis  antiariTmiuli saSualebebis (dofetilidi, amiodaroni da sotaloli), cizapridis, terfenadinis, antifsiqozuri preparatebis (pimozidi), antidepresantebis (citaloprami), ftorqinolonebis (moqsifloqsacini da levofloqsacini) gamoyeneba, wyal-eleqtrolituri balansis darRveva, gansakuTrebiT hipokaliemiis an hipomagniemiis SemTxvevaSi, klinikurad mniSvnelovani bradikardia, gulis ariTmia an gulis mZime ukmarisoba; digoqsinis, varfarinis, ciklosporinis erTdrouli gamoyeneba.
orsuloba da laqtaciis periodi:
orsulobis dros preparatis gamoyeneba SesaZlebelia mxolod im SemTxvevaSi, Tu potenciuri sargebeli dedisTvis aRemateba potenciur saSiSroebas nayofisaTvis.
bunebrivi kvebis dros preparatis gamoyenebis saWiroebisas bunebrivi kveba unda Sewydes.

gamoyenebis wesi da doza
miiReba SigniT, dReSi erTjer. preparati rominaziti miiReba kvebamde erTi saaTiT adre an ori saaTis Semdeg.
zeda da qveda sasunTqi gzebis, kanisa da rbili qsovilebis infeqciuri daavadebebi (qronikuli migrirebuli eriTemis garda) 
mozrdilebi: 500 mg (1 tableti) 1-jer dReSi 3 dRis ganmavlobaSo (saerTo sam-dRiani doza 1,5 g);
bavSvebi: 10 mg/kg sxeulis wonaze gadaangariSebiT 1-jer dReSi 3 dRis ganmavlobaSo (saerTo sam-dRiani doza 30 mg/kg);
qronikuli migrirebuli eriTema
mozrdilebi: 1-jer dReSi 5 dRis ganmavlobaSi: 1 dRes – 1,0 g (2 tableti), 2 dRidan 5 dRemde – 500 mg (1 tableti) (saerTo kursis doza 3,0 g).
bavSvebi: 1 dRes –20 mg/kg sxeulis wonis da Semdeg 2-5 dRes yoveldRiurad 10 mg/kg sxeulis wonis (kursis doza 30 mg/kg).
Helicobacter pylori asocirebuli kuWis da 12-goja nawlavis daavadebebi:
1 g (2 tableti) dReSi 3 dRis ganmavlobaSi antisekretorul saSualebebTan da sxva samkurnalo preparatebTan kombinaciaSi.
sqesobrivi gziT gadamdebi infeqciebi:
gaurTulebeli ureTriti/cerviciti – 1 g (2 tableti) erTjeradad.
garTulebuli, xangrZlivad mimdinare Chlamydia trachomatis gamowveuli ureTriti/cerviciti - 1 g (2 tableti) samjeradad 7 dRiani intervaliT (1-7-14). kursis doza 3 g.
Tirkmelebis funqciis zomieri darRvevebis mqone pacientebi (kk>40 ml/wT) dozis koreqcia saWiro ar aris.

gverdiTi moqmedeba
sisxlmbadi sistemis mxridan: iSviaTi – Trombocitopenia, neitropenia, eozinofilia.
cns da periferiuli nervuli sistemis mxridan: araxSiri – Tavbrusxveva/vertigo, Tavis tkivili, Zilianoba, krunCxvebi; iSviaTi – paresTezia, asTenia, uZiloba, hiperaqtivoba, agresiuloba, SfoTva, nervozuloba.
grZnobis organoebis mxridan: iSviaTi – xmauri yurebSi, smenis Seqcevadi daqveiTeba siyruemde (maRali dozebis xangrZlivi drois ganmavlobaSi gamoyenebisas), ynosvis da gemos SegrZnebis darRveva.
gul-sisxlZarRvTa sistemis mxridan: iSviaTi – gulisZgera, ariTmia, parkuWovani taqikardiis CaTvliT, QT intervalis gaxangrZliveba, ormxrivi parkuWovani taqikardia.
saWmlis momnelebeli sistemis mxridan: xSiri – gulisreva, Rebineba, diarea, abdominaluri tkivili da spazmi; araxSirad – diarea, meteorizmi, saWmlis monelebis darRveva, anoreqsia; iSviaTi – yabzoba, enis Seferilobis cvlileba, fsevdomembranuli koliti, qolestazuri siyviTle, hepatiti, RviZlis funqciis laboratoriuli maCveneblebis mniSvnelobis cvlileba; Zalian iSviaTi – RviZlis funqciis darRveva da RviZlis nekrozi (SesaZlebelia letaluri SedegiT).
alergiuli reaqciebi: araxSiri – qavili, gamonayari kanze; iSviaTi – angionevrozuli SeSupeba, WinWris cieba, fotosensibilizacia, anafilaqsiuri reaqcia (iSviaT SemTxvevebSi letaluri SedegiT), mravalformiani eriTema, stivens-jonsonis sindromi, toqsikuri epidermuli nekrolizi.
sayrden-mamoZravebeli sistemis mxridan: araxSiri – arTralgia.
Sard-gamomyofi sistemis mxridan: iSviaTi – intersticialuri nefriti, Tirkmelebis mwvave ukmarisoba.
sxva: iSviaTi – vaginiti, kandidozi.

Warbi dozireba
simptomebi: gulisreva, smenis droebiTi daqveiTeba, Rebineba, diarea.
mkurnaloba: kuWis amorecxva, simptomaturi Terapia.

urTierTqmedeba sxva samkurnalo saSualebebTan
antacidebi ar moqmedeben aziTromicinis bioSeRwevadobaze, magram amcireben Cmax sisxlSi 30%-iT, Sesabamisad preparati rominaziti miiReba am preparatebis miRebamde 1 saaTiT adre an 2 saaTis Semdeg.
erTdrouli gamoyenebisas aziTromicini ar moqmedebs karbamazepinis, didanozinis, rifabutinis da meTilprednizolonis koncentraciaze sisxlSi.
parenteraluri gamoyenebis aziTromicini ar moqmedebs sisxlis SratSi cimetidinis, efavirenzis, flukonazolis, indinaviris, midazolamis, Teofilinis, triazolamis, trimetoprimis/sulfametoqsazolis koncentraciaze kombinirebuli Terapiis SemTxvevaSi, Tumca ar unda moxdes aseTi urTierTzemoqmedebis gamoricxva SigniT misaRebi rominazitis daniSvnisas. 
aziTromicini ar moqmedebs Teofilinis farmakokinetikaze, Tumca sxva makrolidebTan erTdrouli gamoyenebisas Teofilinis koncentracia sisxlis SratSi SesaZlebelia gaizardos.
ciklosporinTan erTdrouli gamoyenebis saWiroebisas, rekomendebulia ciklosporinis Semcvelobis kontroli sisxlSi. miuxedavad imisa, rom sisxlSi ciklosporinis koncentraciis cvlilebaze aziTromicinis zemoqmedebasTan dakavSirebiT monacemebi ar aris, makrolidebis sxva warmomadgenlebma SesaZlebelia Secvalon misi koncentracia sisxlis SratSi.
digoqsinis da aziTromicinis erTdrouli gamoyenebisas saWiroa digoqsinis koncentraciis kontroli sisxlSi, radganac bevri makrolidi zrdis digoqsinis Sewovas nawlavebidan, riTic izrdeba misi koncentracia sisxlis SratSi.
varfarinTan erTdrouli gamoyenebis saWiroebisas rekomendebulia proTrombinuli drois regularuli kontroli.
dadgenili iyo, rom terfanadinis da makrolidebis klasis antibiotikebis erTdrouli gamoyeneba iwvevs ariTmias da QT intervalis gaxangrZlivebas. aqedan gamomdinare, terfanadinis da aziTromicinis erTdrouli gamoyenebisas ar unda moxdes mocemuli garTulebis ganviTarebis gamoricxva.
radganac arsebobs parenteraluri formis aziTromiciniT CYP3A4 izofermentis  inhibirebis SesaZlebloba, ciklosporinTan, terfenadinTan, Wvavis rqis alkaloidebTan, cizapridTan, pimozidTan, qinidinTan, astemizolTan da sxva preparatebTan erTdrouli daniSvnisas, romelTa metabolizmi xdeba mocemuli izofermentis monawileobiT, saWiroa aseTi urTierTzemoqmedebis SesaZleblobis gaTvaliswineba SigniT misaRebi aziTromicinis daniSvnis drosac.
aziTromicinis da zidovudinis erTdrouli gamoyenebisas, aziTromicini ar moqmedebs zidovudinis farmakokinetikul parametrebze sisxlis SratSi an misi da misi metabolitis glukuronidis TirkmelebiT gamoyofaze. miuxedavad amisa, izrdeba aqtiuri metabolitis – fosfolirirebuli zidovudinis koncentracia periferiuli sisxlZarRvebis monobirTvian ujredebSi. am faqtis klinikuri mniSvneloba ar aris dadgenili.
makrolidebis da ergotaminis da dihidroergotaminis erTdrouli daniSvnisas SesaZlebelia maTi toqsikuri moqmedebis gamovlineba. 
aRwerilia rabdomiolizis calkeuli SemTxvevebi pacientebSi, romlebic erTdroulad iRebdnen aziTromicins da statinebs.

gansakuTrebuli miTiTebebi
preparatis erTi dozis gamotovebis SemTxvevaSi – saWiroa gamotovebuli dozis miReba gaxsenebisTanave, Semdegi ki 24 saaTiani SualediT.
nebismieri antibiotikoTerapiis Catarebis msgavsad, preparati rominazitiT mkurnalobisas SesaZlebelia superinfeqciis ganviTareba (maT Soris sokovani).
Streptococcus pyogenes gamowveuli faringitis/tonzilitis mkurnalobisas, aseve mwvave revmatiuli cxelebis profilaqtikis mizniT, Cveulebriv amorCeviTi preparatia penicilini. rominaziti aseve aqtiuria streptokokuli infeqciebis mimarT mocemul SemTxvevebSi, Tumca araefeqturia mwvave revmatiuli cxelebis ganviTarebis Tavidan asacileblad.
saWiroa pacientebis gafrTxileba mimarTon eqims nebismieri gverdiTi efeqtis ganviTarebisas.
zemoqmedeba avtosatransporto saSualebebis da meqanizmebis marTvis unarze:
preparati ar moqmedebs avtosatransporto saSualebebis da meqanizmebis marTvis unarze, rac moiTxovs yuradRebis momatebul koncentracias da fsiqomotoruli reaqciebis siswrafes.

gamoSvebis forma
3 apkiani garsiT dafaruli tableti blisterSi. erTi blisteri gamoyenebis instruqciasTan erTad moTavsebulia muyaos kolofSi.

Senaxvis pirobebi
inaxeba mSral, sinaTlisgan dacul adgilas, araumetes 25°C temperaturaze.
inaxeba bavSvebisaTvis miuwvdomel adgilas!

vargisianobis vada
miTiTebulia SefuTvaze. 
ar gamoiyeneba vargisianobis vadis gasvlis Semdeg.
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