

produqtis maxasiaTeblebis Sejameba

1. samkurnalo produqtis saxelwodeba
enterofurili® 200 mg/5 ml SigniT misaRebi suspenzia 

2. Tvisobrivi da raodenobrivi Semadgenloba
enterofurili SigniT misaRebi suspenziis yoveli 5 ml Seicavs: 200.00 mg nifuroqsazids.
damxmare nivTierebebisaTvis ix. 6.1. paragrafi.

3. farmacevtuli forma
SigniT misaRebi suspenzia
blanti, yviTeli feris suspenzia bananis aromatiT.

4. klinikuri maxasiaTeblebi
4.1. Terapiuli Cvenebebi
rogorc rehidrataciis damxmare saSualeba, gankuTvnilia mwvave diareis simptomuri TerapiisaTvis, romelic umetesad baqteriuli etiologiisaa, invaziuri simptomebis gareSe (zogadi mdgomareobis gauareseba, cxeleba, intoqsikacis niSnebi...).
Terapia ar gamoricxavs dietur reJimsa da rehidratacias, saWiroebis SemTxvevaSi. rehidratacia (oraluri an intravenuri) morgebuli unda iyos pacientis mdgomareobas, faRaraTis intensivobas, asaks da a.S.

4.2. dozireba da miRebis meTodi
miRebis meTodi
medikamenti gankuTvnilia SigniT misaRebad.
gamoyenebamde boTli, romelic Seicavs enterofurilis 200 mg/5 ml SigniT misaReb suspenzias, unda SeinjRres kargad.
5 ml sazom kovzze aRniSnuli danayofi 2.5 ml gamoyenebul unda iqnes dozirebisaTvis (moTavsebulia kolofSi).

dozireba
medikamenti gankuTvnilia 1 Tveze meti asakis bavSvebisa da mozrdilebisaTvis.
1-6 Tvis asakis bavSvebi: 2.5 ml 2-3-jer dReSi.
6 Tvidan 2 wlamde asakis bavSvebi: 2.5 ml 4-jer dReSi.
2-6 wlis asakis bavSvebi: 5 ml 3-jer dReSi.
6 wlis zemoT asakis bavSvebi: 5 ml 3-4jer dReSi. 
mozrdilebi: 5 ml 4-jer dReSi.
mkurnalobis xangrZlivoba Semoifargleba 7 dRiT.

4.3. ukuCvenebebi
· hipermgrZnobeloba aqtiuri nivTierebis, nitrofuranis warmoebulebis da 6.1 paragrafSi CamoTvlili sxva nivTierebebis mimarT;
· dRenakluli Cvilebi da erT Tvemde asakis axalSobilebi.

4.4. gansakuTrebuli gafrTxilebebi da sifrTxilis zomebi gamoyenebisas

gansakuTrebuli gafrTxilebebi
rehidratacia aris faRaraTis mkurnalobis ZiriTadi elementi 2 wlamde asakis bavSvebSi. sistematurad unda moxdes amis gaTvaliswineba am asakis zemoT.
Tu faRaraTi ar Cerdeba mkurnalobidan 2 dRis Semdeg, xelaxla unda Sefasdes doza, aseve, ganxilul unda iqnes rehidrataciis saWiroeba oraluri rehidrataciuli xsnarebis saxiT an intravenuri saxiT. Zlieri da xangrZlivi diareis, Zlieri Rebinebis an sakvebis armiRebis SemTxvevaSi, ganxilul unda iqnes intravenuri rehidratacia.
infeqciuri diareis SemTxvevaSi klinikuri manifestaciiT, romelic miuTiTebs invaziur fenomenze, gamoyenebul unda iqnes antibaqteriuli preparatebi kargi sistemuri difuziiT.
es medikamenti Seicavs saqarozas. pacientebs, romlebsac aReniSnebaT fruqtozis, glukoza-galaqtozis malabsorbciis an saqaroza-izomaltazis ukmarisobis iSviaTi memkvidruli daavadeba, ar unda miiRon es medikamenti.
es medikamenti Seicavs meTil parahidroqsibenzoats (E218), romelmac SeiZleba gamoiwvios alergiuli reaqciebi (aseve, SesaZlebelia hipermgrZnobelobiTi reaqciebi).
enterofurili SigniT misaRebi suspenzia Seicavs mcire raodenobiT eTanols (spirts), 100 mg-ze naklebs “erT dozaSi”. 
es medikamenti Seicavs 1 mmol-ze (23 mg-ze) nakleb natriums dozaSi, anu faqtobrivad natriumisagan Tavisufalia.
	
gansakuTrbuli sifrTxilis zomebi
eqimis mier peroraluri rehidrataciuli xsnaris daniSvnisas misi gamoyenebisa da gaxsnis meTodi unda iyos naTlad da zustad gansazRvruli.
Tu ar aris aseTi rehidrataciis saWiroeba, aucilebelia zustad iyos gansazRvruli Semdegi zomebis miRebis saWiroeba:
· rehidratacia didi raodenobiT mariliani an tkbili sasmelebiT, raTa moxdes faRaraTis gamo dakarguli siTxis Sevseba (dRiurad misaRebi siTxis saSualo raodenoba aris 2 litri);
· sakvebis miReba diareis dros.

· pacienti unda moeridos garkveul sakvebs, gansakuTrebiT um bostneuls, xils, mwvane bostneuls, saneleblebian saWmels, da gayinul sakvebs an sasmelebs;
· umjobesia grilze momzadebuli xorci da brinji;
· rZisa da rZis produqtebis miRebis SezRudva ganxilul unda iqnes individualurad.

4.5. wamlebis urTierTqmedebebi da urTierTqmedebis sxva formebi
im medikamentebTan erTad gamoyeneba, romelTac SeuZliaT antabusuri reaqciis gamowveva an cns-is depresantebi arian, ar aris rekomendebuli. 

4.6. orsuloba da laqtacia
orsuloba
cxovelebze kvlevebma ar aCvena teratogenuli efeqti. radgan cxovelebSi ar aRiniSna teratogenuli efeqti, malformaciebi ar aris mosalodneli adamianebSi. dResdReobiT dadasturebulia, rom nivTierebebi, romlebic iwveven ganviTarebis defeqtebs adamianebSi, teratogenulebi arian cxovelebSi, or saxeobaze kargad Catarebul kvlevebSi.
amJamad ar aris monacemebi klinikur praqtikaSi, romliTac Sefasdeboda nifuroqsazidis SesaZlo malformaciuli an fetotoqsikuri efeqtebi orsulobis dros misi gamoyenebisas.
amitom, usafrTxoebis zomis saxiT, umjobesia fexmZimobis dros ar iqnes gamoyenebuli nifuroqsazidi.

laqtacia
ZuZuTi kveba dasaSvebia mxolod am medikamentiT xanmokle mkurnalobis SemTxvevaSi.

4.7. avtomobilisa da sxva meqanizmebis marTvis unarze gavlena
es medikamenti ar axdens gavlenas pacientis am unarebze. 

4.8. gverdiTi movlenebi
imunuri sistemis darRvevebi
sixSire ucnobia: alergiuli reaqciebi, rogoricaa kanze gamonayari, WinWris cieba; kvinkes SeSupeba an anafilaqsiuri Soki.

SesaZlo gverdiTi reaqciebis Sesaxeb Setyobineba
SesaZlo gverdiTi reaqciebis Sesaxeb Setyobineba wamlis licenzirebis Semdeg mniSvnelovania wamlis usafrTxoebis profilis ufro sruli suraTis Sesaqmnelad, an wamlis sargebeli/riskis fardobis ufro ukeTesad Sesafaseblad misi Terapiuli gamoyenebis dros.
SesaZlo gverdiTi reaqciebis Setyobinebis procesi xels uwyobs medikamentis sargebeli/riskis balansis uwyvet monitorings, aseve, misi usafrTxoebis profilis adeqvatur Sefasebas.
samedicino sferos specialistebma nebismieri SesaZlo gverdiTi reaqciis Sesaxeb Setyobineba unda gaakeTon Setyobinebis erovnuli sistemis saSualebiT.

4.9. dozis gadaWarbeba
ar aris monacemebi dozis gadaWarbebis Sesaxeb.
nifuroqsazidis dozis gadaWarbebis SemTxvevaSi saWiroa pacientis monitoringi da simptomuri mkurnaloba.

5. farmakologiuri Tvisebebi
5.1. farmakodinamikuri Tvisebebi
farmakoTerapiuli jgufi: diareis sawinaaRmdego, nawlavebis anTebis sawinaaRmdego/infeqciis sawinaaRmdego medikamentebi, qvejgufi: sxva nawlavuri infeqciebis sawinaaRmdego saSualebebi.
aTq kodi: A07AX03

moqmedebis meqanizmi
nifuroqsazidi aris 5-nitrofuranis warmoebuli. moqmedebis meqanizmi ar aris srulad naTeli. nifuroqsazidis antimikrobuli da antiparazituli Tvisebebi, iseve rogorc nitrofuranis sxva warmoebulebis, SesaZloa gamomdinareobs nitro-NO2 jgufis mier eleqtronis sakmaod Zlieri mizidulobis unariT. adgilobrivi inertuloba da organul sistemebsa da qsovilebSi difuziis SeuZlebloba nifuroqsazids aniWebs unikalurobas nitrofuranis sxva warmoebulebTan SedarebiT im kuTxiT, rom am antidiareul preparats ar aqvs sistemuri moqmedeba. dadasturebulia, rom gramdadebiTi Cxirebi gansakuTrebiT mgrZnobiarea am preparatis mimarT: Streptococcus pyogenes, Staphylococcus aureus, aseve, mgrZnobiarea gramuaryofiTi enterobaqteriebi: E. coli, Salmonellae da Shigellae.

5.2. farmakokinetikuri Tvisebebi
Sewova
SigniT miRebis Semdeg nifuroqsazidis Sewova kuW-nawlavis traqtidan Zalian dabalia, 99%-ze meti rCeba nawlavebSi.

transporti da ganawileba
nifuroqsazidi paraqtikulad ar Seiwoveba kuW-nawlavis traqtidan da SesaZlo absorbirebuli raodenoba ar aWarbebs 0.005%-s. amitom is ar Sedis organul sistemebsa da qsovilebSi.

biotransformacia
nifuroqsazidi icvleba nawlavebSi, ise rom mTlianad miRebuli raodenobis mxolod daaxloebiT 20% gamoiyofa ucvleli saxiT.

gamoyofa
nifuroqsazidi da/an misi metabolitebi srulad gamoiyofa ganavlis saSualebiT. gamoyofis siCqare damokidebulia rogorc miRebul raodenobaze, ise kuW-nawlavis traqtis motorikaze. zogadad, nifuroqsazidis gamoyofa aris neli da kuW-nawlavis traqtSi is rCeba xangrZlivi periodis ganmavlobaSi.

5.3. usafrTxoebis preklinikuri monacemebi
cxovelebis or saxeobaze (virTagvebi, bocvrebi) kvlevebma ar aCvena raime teratogenuli efeqti.

6. farmacevtuli maxasiaTeblebi
6.1. damxmare nivTierebebis CamonaTvali
· saqaroza
· eTanoli 96%
· karbomeri
· bananis wyali
· meTil parahidroqsibenzoati
· natriumis hidroqsidi
· uwylo limonmJava
· gawmendili wyali

6.2. SeuTavseblobebi
SeuTavseblobis monacemebi ar aris mowodebuli.

6.3. Senaxvis vada
36 Tve

6.4. gansakuTrebuli sifrTxilis zomebi Senaxvisas
inaxeba 30C temperaturamde. dauSvebelia gayinva.
gamoyenebul unda iqnes boTlis pirvelad gaxsnidan 14 dRis ganmavlobaSi.

6.5. konteineris forma da Semcveloba
125 ml qarvisferi minis boTli bavSvisTvis usafrTxo xraxniani TavsaxuriT (CRC/TE). originaluri SefuTva moicavs sazom kovzs medikamentis sworad misaRebad.

6.6. gamoyenebisa da mopyrobis instruqciebi da gansakuTrebuli sifrTxilis zomebi gamouyenebeli medikamentebis an maTi narCeni nivTierebebis utilizaciisaTvis
nebismieri gamouyenebeli samkurnalo produqti an narCeni nivTierebebi gadagdebul unda iqnes adgilobrivi moTxovnebis Sesabamisad.

6.7. gacemis wesi
ფარმაცევტული პროდუქტის ჯგუფი III, გაიცემა რეცეპტის გარეშე

7. savaWro licenziis mflobeli
Bosnalijek, Pharmaceutical and Chemical Industry, Joint Stock Company, Jukiceva 53, Sarajevo, Bosnia and Herzegovina

bosnaliek, farmasiuTiqal end qemiqal indasTri, joinT sToq qomfani, iukiCeva 53, saraevo, bosnia da hercegovina

8. savaWro licenziis nomeri da TariRi

9. teqstis Sesworebis TariRi

2026 wlis Tebervali
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