

produqtis maxasiaTeblebis Sejameba
1. samkurnalo produqtis saxelwodeba

stomatidini® 
1 mg/ml 
oromukozuri xsnari

2. Tvisobrivi da raodenobrivi Semadgenloba

stomatidini® 1 mg/ml oromukozuri xsnaris TiToeuli ml Seicavs: 1.00 mg heqsetidins.

damxmare nivTierebebi cnobili efeqtiT: eTanoli, propilenglikoli, azorubini (E122).
damxmare nivTierebebis sruli CamonaTvalisaTvis ix. paragrafi 6.1.

3. farmacevtuli forma

xsnari
gamWvirvale wiTeli feris xsnari

4. klinikuri maxasiaTeblebi

4.1. Terapiuli Cvenebebi
stomatidini, rogorc adgilobrivi antiseptikuri saSualeba, rekomendebulia pir-xaxis zedapiruli infeqciebis mkurnalobisas da maTi profilaqtikis dros stomatologiuri an faringealuri operaciebis preoperaciul periodSi geriatriuli movlisas. stomatidini aseve SeiZleba gamoyenebul iqnes, rogorc orofaringealuri infeqciebis sistemuri Terapiis damxmare mkurnaloba.

4.2. dozireba da miRebis meTodi
dozireba
zrdasrulebi da 6 wlis da meti asakis bavSvebi
araumcires 15 ml xsnaris piris RruSi gamovleba unda moxdes 2-3-jer dReSi an eqimis miTiTebebis Sesabamisad. dauSvebelia gadaylapva, unda moxdes gadmofurTxeba gamovlebis Semdeg. produqtis sworad gamosayeneblad bavSvebSi gamoyeneba unda moxdes ufrosebis zedamxedvelobis qveS.

xandazmulebi
iniSneba rogorc zrdasrulebSi.

6 wlamde asakis bavSvebi: ar aris rekomendebuli

gamoyenebis meTodi:
mxolod oromukozuri gamoyenebisaTvis. dauSvebelia gadaylapva.
4.3. ukuCvenebebi
hipermgrZnobeloba aqtiuri nivTierebebis an 6.1. paragrafSi CamoTvlili sxva romelime damxmare nivTierebis mimarT..

4.4. gansakuTrebuli gafrTxilebebi da sifrTxilis zomebi gamoyenebis dros 
dauSvebelia stomatidinis SigniT miReba.
stomatidini gankuTvnilia mxolod garegani gamoyenebisaTvis (adgilobrivi gamoyenebisaTvis piris RruSi), amitom xsnari ar unda gadaiylapos.

es medikamenti Seicavs spirts (eTanols 96%); 1 ml oromukozuri xsnari Seicavs 80.9 mg 96% eTanols; 15 ml oromukozuri xsnari (erTjeradi doza) Seicavs 1213.5 mg 96% eTanols. 

gadaylapvisas medikamentSi arsebulma spirtis mcire raodenobam ar aris mosalodneli, rom gavlena iqonios zrdasrulebsa da mozardebze, da misi efeqti bavSvebSi ar unda iyos SesamCnevi. garkveuli efeqti SeiZleba hqondes ufro patara bavSvebSi, magaliTad, Zilianobis SegrZneba. 

gadaylapvisas medikamentSi arsebulma spirtma SeiZleba Secvalos sxva medikamentebis efeqtebi. saWiroa eqimTan an farmacevtTan mimarTva, Tu pacienti iRebs sxva medikamentebs.  

saWiroa eqimTan an farmacevtTan konsultacia am medikamentis miRebamde orsulobis an ZuZuTi kvebis dros. 

Tu pacienti alkoholizmiTaa daavadebuli, saWiroa eqimTan an farmacevtTan konsultacia am medikamentis miRebamde.

stomatidini Seicavs azo saRebavs - azorubins (E122), romelmac SeiZleba gamoiwvios alergiuli reaqcia. 

es medikamenti Seicavs 1 mmol-ze (23 mg-ze) nakleb natriums 15 ml dozaSi, e.i. faqtobrivad “natriumisgan Tavisufalia”;

es medikamenti Seicavs propilenglikols, romelmac SeiZleba gaaRizianos kani adgilobrivi gamoyenebisas.

Tu aRiniSneba anTebis gaZliereba, mkurnaloba unda Sewydes.

ar aris gankuTvnili persistentuli simptomebisaTvis.

4.5. urTierTqmedeba sxva medikamentebTan da urTierTqmedebis sxva formebi
ar aris cnobili raime urTierTqmedebis Sesaxeb.

4.6. orsuloba da laqtacia
ar Catarebula oficialuri kvlevebi adamianebSi. Tumca, cxovelebSi Catarebuli kvlevebiT da Teoriulad, umniSvnelo sistemuri absorbciis Sedegad, ar aris mosalodneli, rom stomatidinis gamoyenebam raime riski gamoiwvios nayofze.

ar aris cnobili heqsetidini gamoiyofa Tu ara dedis rZeSi, Tumca umniSvnelo raodenobiT heqsetidini SesaZloa sistemurad Sewovil iqnes. magram ar aris mosalodneli, rom rZeSi heqsetidinis koncentracia warmoadgendes raime risks axalSobilebisTvis/bavSvebisTvis

4.7. avtomobilisa da sxva meqanizmebis marTvaze gavlena
stomatidini ar axdens an umniSvnelo gavlenas axdens avtomobilisa da sxva meqanizmebis marTvis unarze. 

4.8. gverdiTi movlenebi
wamlis gverdiTi reaqciebi (ADR), romlebic identificirebul iqna heqsetidinis postmarketinguli gamocdilebis dros, mocemulia qvemoT cxrilSi. sixSire gansazRvrulia Semdegi SeTanxmebiT:

Zalian xSiri ≥1/10 
xSiri ≥1/100 da <1/10 
araxSiri ≥1/1,000 da <1/100 
iSviaTi ≥1/10,000 da <1/1,000 
Zalian iSviaTi <1/10,000 
sixSire ucnobia (sixSiris Sefaseba ver xerxdeba arsebuli monacemebis safuZvelze).

postmarketingul periodSi identificirebuli gverdiTi reaqciebi warmodgenilia sixSiris kategoriebis mixedviT: 1) SemTxvevebis sixSire adeqvatur klinikur kvlevebSi an epidemiologiur kvlevebSi, sadac SesaZlebelia, an 2) roca ganviTarebis sixSire ver ganisazRvra, sixSiris kategoriaa “sixSire ucnobia”.

cxrili 1. heqsetidinis postmarketingul periodSi identificirebuli gverdiTi reaqciebis sixSiris kategoriebi klinikuri kvlevebis an epidemiologiuri kvlevebis mixedviT:

	imunuri sistemis mxriv darRvevebi

	sixSire ucnobia:
	hipermgrZnobelobiTi reaqciebi*
angionevrozuli SeSupeba

	nervuli sistemis mxriv darRvevebi

	sixSire ucnobia:
	agevzia
disgevzia

	respiratoruli, Torakaluri da Suasayris organoebis mxriv darRvevebi

	sixSire ucnobia:
	xvela, qoSini**

	kuW-nawlavis mxriv darRvevebi

	sixSire ucnobia:
	piris simSrale, disfagia, gulisreva, sanerwyve jirkvlebis gadideba, Rebineba

	zogadi darRvevebi da miRebis adgilis mdgomareobebi

	sixSire ucnobia:
	miRebis adgilis reaqciebi***



*upiratesi terminis (PT) “hipermgrZnobelobiTi reaqciebis” CarTva dafuZnebuli iyo SemTxvevebze, romlebic aRiniSna maregulirebeli saqmianobis samedicino terminologiis leqsikonis (MedDra) upiratesi terminis mixedviT: hipermgrZnobeloba da WinWris cieba.
**aRiniSna hipermgrZnobelobasTan konteqstSi.
***upiratesi terminis (PT) “miRebis adgilis reaqciebis” CarTva dafuZnebuli iyo SemTxvevebze, romlebic aRiniSna MedDra upiratesi terminis mixedviT. es moicavs pirisa da xorxis lorwovanis gaRizianebas, piris Rrus paresTezias, enis feris cvlilebas, kbilebis feris cvlilebas, anTebas, buStukebisa da wylulebis warmoqmnas.

gverdiTi movlenebis Sesaxeb Setyobineba
samkurnalo produqtis avtorizaciis Semdeg savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba mniSvnelovania. es xels uwyobs samkurnalo produqtis sargebeli/riskis balansis uwyvet monitorings. samedicino specialistebma savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba unda gaakeTon erovnuli Setyobinebis sistemiT. 

4.9. dozis gadaWarbeba
simptomebi
heqsetidini aris baqtericiduli da fungiciduri.

ar aRiniSna raime gverdiTi movlena dozis gadaWarbebis dros, garda im SemTxvevebisa, romlebic aRwerilia Cveulebrivad gamoyenebis dros. ar aRniSnula alkoholuri intoqsikaciis SemTxvevebi heqsetidinis dozis gadaWarbebis dros.

heqsetidinis produqtebSi arsebuli heqsetidini ar aris toqsikuri. mwvave alkoholuri intoqsikacia didi albaTobiT ar aris mosalodneli, Tumca Teoriulad SesaZlebelia, rom Tu patara bavSvi gadaylapavs Zalian did dozas, SeiZleba ganviTardes alkoholuri intoqsikacia eTanolis Semcvelobis gamo.

ar aris mtkicebuleba, rom heqsetidinis ganmeorebiTi, Warbi dozireba gamoiwvevs hipermgrZnobelobis tipis reaqciebs.

marTva
dozis gadaWarbebis mkurnaloba simptomuria, Tumca iSviaTad aris saWiro. bavSvis mier boTlis SigTavsis SemTxveviT gadaylapvis dros saWiroa dauyovnebliv eqimTan konsultacia. kuWis amorecxva ganxilul unda iqnეs gadaylapvidan ori saaTis ganmavlobaSi da mdgomareobis marTva moicavs alkoholuri intorqsikaciis mkurnalobas.

5. farmakologiuri Tvisebebi

5.1. farmakodinamikuri Tvisebebi
farmakoTerapiuli jgufi: antiinfeqciuri da antiseptikuri saSualebebi oraluri adgilobrivi mkurnalobisaTvis. aTq kodi: A01AB12.

5.2. farmakokinetikuri Tvisebebi
heqsetidinis farmakokinetikis Sesaxeb mcire raodenobiT monacemebia. nivTiereba Seiwoveba loyebisa da RrZilebis lorwovanidan.

5.3. preklinikuri usafrTxoebis monacemebi
farTo toqsikologiuri kvlevebi Catarda cxovelebSi, sadac aRiniSna klinikuri gamoyenebis Zalian usafrTxo profili.

6. farmacevtuli maxasiaTeblebi

6.1. damxmare nivTierebebis CamonaTvali
· propilen glikoli
· polisorbati 20
· limonmJavis monohidrati
· natriumis saqarini
· racemikuli menToli
· meTilsalicilati
· azorubini (E122)
· eTanoli 96%
· gawmendili wyali

6.2. SeuTavseblobebi
ar aris mowodebuli.

6.3. Senaxvis vada
24 Tve

6.4. Senaxvis specialuri pirobebi
inaxeba araumetes 25˚C temperaturaze. dauSvebelia gayinva.

6.5. konteineris forma da Semcveloba
yavisferi minis boTli bavSvisTvis usafrTxo TavsaxuriT, Seicavs 200 ml xsnars.

6.6. gamoyenebis da moxmarebis instruqciebi da gamouyenebeli medikamentebis an maTi narCeni nivTierebebis utilizaciis gansakuTrebuli sifrTxilis zomebi
nebismieri gamouyenebeli samkurnalo produqti an narCeni nivTiereba unda ganadgurdes adgilobrivi kanonmdeblobis Sesabamisad.

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

7. savaWro licenziis mflobelis saxelwodeba da misamarTi

Bosnalijek, Pharmaceutical and Chemical Industry, Joint Stock Company, Sarajevo, Jukićeva 53, Bosnia and Herzegovina

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

8. savaWro licenziis nomeri da TariRi


9. teqstis Sesworebis TariRi
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