

produqtis maxasiaTeblebis Sejameba
1. samkurnalo produqtis saxelwodeba

faringali® (2 + 0.5) mg/ml oromukozuri sprei, xsnari

2. Tvisobrivi da raodenobrivi Semadgenloba

1 ml xsnari Seicavs 2 mg qlorheqsidinis diglukonats da 0,5 mg lidokainis hidroqlorids. 

dguSze erTi zewoliT Tavisufldeba 0,14 ml xsnari 0,28 mg qlorheqsidinis diglukonatiTa da 0,07 mg lidokainis hidroqloridiT.

damxmare nivTierebebi cnobili efeqtiT: eTanoli
damxmare nivTierebebisaTvis ix. paragrafi 6.1.

3. farmacevtuli forma

oromukozuri sprei, xsnari.
ufero xsnari menTolisa da spirtis suniT. 

4. klinikuri maxasiaTeblebi

4.1. Terapiuli Cvenebebi
· xaxis simptomuri da adgilobrivi mkurnaloba. mowodebulia, rogorc sadezinfeqcio da adgilobrivi tkivilgamayuCebeli yelis tkivilisa da xaxis daavadebebis dros, romelsac Tan axlavs gaRizianeba. lidokaini iwvevs simptomebis swraf Semcirebas.
· cxelebiT mimdinare baqteriuli infeqciis dros saWiroa damatebiTi mkurnaloba.
· faringali ar Seicavs Saqars da amitom SeiZleba gamoyenebul iqnes diabetiT daavadebulebSi.

4.2. dozireba da miRebis meTodi
dozireba
zrdasrulebi: 2-4 Sesxureba, 6-10-jer dReSi.

pediatriuli populacia:
12 wlis asakidan bavSvebi: 2-4 Sesxureba, 6-10-jer dReSi.
6 wlis asakis zemoT bavSvebi: naxevari doza (1-2 Sesxureba, 3-5-jer dReSi).

faringali gankuTvnilia simptomuri mkurnalobisaTvis da ar unda iqnes gamoyenebuli xangrZlivi periodebiT. Tu ar aRiniSneba mdgomareobis gaumjobeseba 3-4 dReSi, rekomendebulia eqimTan konsultacia.

gamoyenebis meTodi:
· pirvelad gamoyenebamde dozators unda moexsnas plastikuri Tavsaxuri;
· spreis aplikatori unda datrialdes zemoT, sawyisi poziciidan marjvena kuTxiT (sur. 1);
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suraTi 1
· amis Semdeg. spreis aplikatori susti zewoliT unda moTavsdes dozatorze;
· spreis pirvelad gamoyenebamde, dozatorze zewola unda moxdes ramdenjerme, sanam ar moxdeba Tanabari gamofrqveva;
· piri unda gaiRos farTod, aplikatori mimarTuli unda iyos xaxisken da xelis daWera unda moxdes dozatorze imdenjer, ramdenjerac gansazRvrulia wamlis dozirebiT (sur. 2);
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suraTi 2
· medikamentis gamofrqvevisas unda moxdes sunTqvis Sekaveba. ar unda moxdes gadaylapva;
· medikamentis gamoyenebis Semdeg, aplikatori unda mobrundes qvemoT, rac ketavs dozators;
· infeqciis gavrcelebis riskis prevenciisaTvis TiToeuli boTli gamoyenebul unda iqnes mxolod (araumetes) erTi pacientis mier.

4.3. ukuCvenebebi
· 6 welze naklebi asakis bavSvebi;
· hipermgrZnobeloba aqtiuri nivTierebebis an 6.1. paragrafSi CamoTvlili sxva romelime damxmare nivTierebis mimarT, da gansakuTrebiT, adgilobrivi saanesTezio saSualebebis, rogoricaa lidokaini, mimarT.

4.4. gansakuTrebuli gafrTxilebebi da sifrTxilis zomebi gamoyenebis dros 
· antiseptikuri saSualebebi ar axdenen sterilizacias. isini droebiT amcireben mikroorganizmebis raodenobas piris Rrusa da xaxaSi;
· medikamentis gamoyeneba unda Semoifarglos tkivilisa da gaRizianebis moxsniT mxolod aucileblobis dros. medikamenti ar aris gankuTvnili xangrZlivi an uwyveti, an ganmeorebiTi gamoyenebisaTvis;
· menTolis Semcvelobis gamo sifrTxilea saWiro gulyrebis anamnezis mqone bavSvebSi gamoyenebisas; 
· Tavidan unda iqnes acilebuli TvalebTan da yurTan kontaqti. spreis SemTxveviT TvalebSi moxvedrisas saWiroa maTi dauyovnebliv gamorecxva didi raodenoba wyliT;
· medikamentis gamoyeneba Tavidan unda iqnes acilebuli gamoxatuli alergiuli winaswarganwyobis mqone pacientebSi;
· Warbi dozis gamoyenebas (erT boTlze meti erTi dRis ganmavlobaSi) aqvs mcire riski moaxdinos saxmo napralis regionis mgrZnobelobis dakargva, ramac SeiZleba gamoiwvios ylapvis refleqsis kontrolis daqveiTeba da SeiZleba ganviTardes sakvebis aspiracia sasunTq gzebSi;
· faringali Seicavs 96% eTanols (spirts). xsnaris TiToeuli mililitri Seicavs 350 mg eTanols, e.i. dozatorze erTxel daWeriT Tavisufldeba 0,14 ml xsnari, romelic Seicavs 49 mg eTanols. eTanolis Semcveloba udides erTjerad dozaSi, romelic rekomendebulia zrdasrulebisa da 12 welze meti asakis bavSvebisaTvis Seadgens 196 mg-s; 6-12 wlis asakis bavSvebisaTvis – 98 mg-s. 
· faringali Seicavs 1 mmol-ze (23 mg) natriums 4 gafrqvevaSi, e,i, faqtobrivad “Tavisufalia natriumisagan”.

4.5. urTierTqmedeba sxva medikamentebTan da urTierTqmedebis sxva formebi
urTierTqmedebis SesaZleblobis gamo (sawinaaRmdego efeqti an inaqtivacia), erTdroulad an Warbad ar unda iqnes gamoyenebuli antiseptikuri saSualebebi. informaciisaTvis: adgilobrivi saanesTezio saSualebebisa da qolinesTerazis inhibitorebis kombinacia Tavidan unda iqnes acilebuli.

4.6. orsuloba da laqtacia
orsulma an meZuZurma qalebma mxedvelobaSi unda miiRon, rom faringali Seicavs 96% eTanols.

faringali gankuTvnilia adgilobrivi mkurnalobisaTvis. Tu gaTvaliswinebulia zemoT moyvanili sifrTxilis zomebi da garkveuli SezRudvebi, faringali SeiZleba gamoyenebul iqnes orsulobisa da laqtaciis dros. pacientma unda acnobos eqims, rom iRebs am medikaments.

4.7. avtomobilisa da sxva meqanizmebis marTvaze gavlena
faringali ar axdens gavlenas avtomobilisa da sxva meqanizmebis marTvis unarze. 

4.8. gverdiTi movlenebi
· imunuri sistemis mxriv darRvevebi: SeiZleba ganviTardes anafilaqsiuri reaqciebi.
· kuW-nawlavis mxriv darRvevebi:
· SeiZleba ganviTardes gemos darRvevebi da wvis SegrZneba enaze;
· qlorheqsidinis xangrzlivi da uwyveti gamoyenebisas SeiZleba aRiniSnos kbilebis yavisferi Seferiloba. yavisferi Seferilobis mocileba SesaZlebelia.
· kanisa da kanqvesa qsovilebis mxriv darRvevebi: amidebis tipis adgilobrivi saanesTezio saSualebebis gamo, rogoricaa lidokaini, kanisa da lorwovani garsebis alergiuli reaqciebis iSviaTi SemTxvevebi mxedvelobaSia misaRebi: aRweril iqna dermatiti da kanze gamonayari, romelic gamowveul iqna sxva produqtis mier sxva SemTxvevebSi.

savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba
samkurnalo produqtis licenzirebis Semdeg savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba mniSvnelovania wamlis usafrTxoebis profilis sruli suraTis Sesaqmnelad an Terapiuli gamoyenebis dros wamlis sargebeli/riskis balansis ukeTesi SefasebisaTvis.
savaraudo gverdiTi reaqciebis Setyobineba xels uwyobs samkurnalo produqtis sargebeli/riskis balansis uwyvet monitorings, aseve usafrTxoebis profilis adeqvatur Sefasebas.
samedicino specialistebma savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba unda gaakeTon erovnuli Setyobinebis sistemiT. 

4.9. dozis gadaWarbeba
medikamenti Seicavs toqsikuri dozis mxolod nawils da Tumca, is gankuTvnilia adgilobrivi da garegani gamoyenebisaTvis, dozis gadaWarbebis SesaZlebloba Secdomis an uyuradRebobis gamo mxedvelobaSia misaRebi, gansakuTrebiT, bavSvebSi.

intoqsikaciis simptomebi:
lidokainis Semcvelobis gamo SeiZleba ganviTardes sistemuri intoqsikacia (toqsikuri doza 0.5 g-is zemoT zrdasrulebSi) centralur nervul sistemasa da gul-sisxlZarRvTa sistemaze zemoqmedebiT.
· mousvenroba, mTqnareba, nevrozuloba, tinitusi, nistagmi, kunTebis tremori, krunCxvebi, depresia, qoSini;
· miokardiumis daqveiTebuli kumSvadoba, periferiuli vazodilatacia, hipotenzia, bradikardia, kardialuri ariTmia, gulis gaCereba.
qlorheqsidini Zalian cudad Seiwoveba kuW-nawlavis traqtidan.

antidoti: ar aris cnobili.
mkurnaloba:
sistemuri intoqsikacia:
· medikamentis miReba unda Sewydes dauyovnebliv;
· kuWis amorecxva da kuWis SigTavsis aspiracia, Rebinebis gamowveva;
· hospitalizacia, raTa SenarCundes respiratoruli funqcia, dehidrataciis mkurnaloba da kardiovaskularuli mxardamWeri zomebi.

moxrCoba:
· unda gasufTavdes sasunTqi gzebi, unda Catardes haimlixis manevri;
· Tu obstruqcia grZeldeba saWiroa pacientis hospitalizacia.

5. farmakologiuri Tvisebebi

5.1. farmakodinamikuri Tvisebebi
farmakoTerapiuli jgufi: yelis preparatebi, antiseptikuri saSualebebi. 
aTq kodi: R02AA05. 

lidokainis hidroqloridi aris amidebis jgufis adgilobrivi periferiuli saanesTezio saSualeba, romelsac aqvs zedapiruli analgezuri efeqti, romelic ar moqmedebs nervul gamtareblobaze gamoyenebis adgilze. adgilobrivi moqmedeba vlindeba araionuri formiT. lidokains aqvs efeqtianobis/toqsikurobis gansakuTrebuli sargebliani fardoba da Zalian iSviaTad iwvevs alergiul reaqciebs.

qlorheqsidinis diglukonati aris kaTion aqtiuri antiseptikuri saSualeba, mas aqvs Zlieri baqtericiduli moqmedeba rogorc gramdadebiT, ise gramuaryofiT baqteriebze, aseve, antimikozuri efeqti dermatofitebze da safuara sokoebze.

5.2. farmakokinetikuri Tvisebebi
mcire raodenoba SeiZleba moxvdes saWmlis momnelebel sistemaSi, Tu moxdeba faringalis xsnaris an nerwyvis gadaylapva. qlorheqsidini ar Seiwoveba.
adgilobrivi saanesTezio saSualeba lidokaini SeiZleba Sewovil iqnes pir-xaxis lorwovanis mier. Tumca, lidokaini eqstensiurad metabolizdeba sistemur cirkulaciamde miRwevamde.

5.3. preklinikuri usafrTxoebis monacemebi
monacemebi ar aris xelmisawvdomi.

6. farmacevtuli maxasiaTeblebi

6.1. damxmare nivTierebebis CamonaTvali
· eTanoli 96%
· gliceroli 85%
· racemikuli menToli
· natriumis saqarini
· limonmJavis monohidrati
· gawmendili wyali

6.2. SeuTavseblobebi
monacemebi SeuTavseblobis Sesaxeb ar aris cnobili.

6.3. Senaxvis vada
24 Tve

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

6.5. konteineris forma da Semcveloba
qarvisferi minis boTli (hidrolizuri rezistentoba III tipi) dozatoriT, damcvelobiTi TavsaxuriT da spreis aplikatoriT.
boTli Seicavs 30 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. vaWrobis licenziis nomeri da TariRi


9. teqstis Sesworebis TariRi
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position (Figure 1).

(Figure 1)

After that, the spray applicator should be placed by mild pressure on the spray pump.
Before first application of the spray, the spray pump should first be pressed several
times until spraying becomes uniform.

The mouth should be wide opened, direct the applicator toward the throat and press
the spray pump as many times as specified in the drug dosage (Figure 2).
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- The mouth should be wide opened, direct the applicator toward the throat and press
the spray pump as many times as specified in the drug dosage (Figure 2).

Figure 2
During spraying, the breath should be held. Do not swallow.
After drug application the applicator should be turned downwards which blocks the
spraying.
Each bottle should only be used by one patient (not more) in order to prevent the
spread of infection.

This medicine must not be used for long-term. Consult a doctor, if your symptoms worsen or
do not improve after 3 to 4 days.
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