

gamoyenebis instruqcia
produqtis maxasiaTeblebis Sejameba

1. samkurnalo produqtis saxelwodeba
lizobaqti qomfliT sprei® (20 + 1.5 + 0.5) mg/ml oromukozuri sprei, xsnari
lisozimi, cetilpiridini, lidokaini

2. Tvisobrivi da raodenobrivi Semadgenloba
1 ml lizobaqti qomfliT spreis xsnari Seicavs:
lisozimis hidroqloridi 20 mg (Seesabameba 800 000 FIP erTeuls) 
cetilpiridinis qloridi 1.5 mg 
lidokainis hidroqloridi 0.5 mg.

damxmare nivTierebebi cnobili efeqtiT: gliceroli, propilen glikoli, meTil parahidroqsibenzoati, propil parahidroqsibenzoati.

damxmare nivTierebebis sruli CamonaTvalisaTvis ix. paragrafi 6.1.

3. farmacevtuli forma
oromukozuri sprei, xsnari.
ufero an Ria yviTeli feris xsnari pitnis suniT. 

4. klinikuri maxasiaTeblebi
4.1. Terapiuli Cvenebebi
· piris Rrus lorwovani garsis mwvave anTebiTi daavadebebis adgilobrivi mkurnaloba (rogoricaa: stomatiti, gingiviti, afTozuri wylulebi da a.S.);
· damxmare, adgilobrivi mkurnaloba yelis tkivilis, gaRizianebisa da anTebis dros (rogoricaa: faringiti, faringolaringiti, tonziliti, tonzilofaringiti, da a.S.);
· eqimis rekomendaciis safuZvelze adgilobrivi mkurnaloba pirisa da yelis areSi garkveul qirurgiul procedurebamde da/an maT Semdeg (rogoricaa: tonzileqtomia, qveda ybaze operacia, stomatologiuri procedurebi da a.S.) da piris da yelis areSi travmis an abscesis SemTxvevaSi.

4.2. dozireba da miRebis meTodi
miRebis meTodi
· pirvelad gamoyenebamde spreis dguSs unda moexsnas plastikuri Tavsaxuri;
· spreis aplikatoris mili unda datrialdes zemoT, sawyisi poziciidan marjvena kuTxiT (sur.1)
[image: ]
       suraTi 1
· amis Semdeg, susti zewoliT aplikatori unda damagrdes spreis dguSze;
· spreis pirvelad gamoyenebamde spreis dguSze zewola unda moxdes ramdenjerme, raTa moxdes Tanabari gamofrqveva 
· piri unda gaiRos farTod, aplikatori mimarTuli unda iyos samkurnalo arisken, xelis daWera unda moxdes spreis dguSze imdenjer, ramdenjerac gansazRvrulia wamlis dozirebiT (suraTi 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 Semdgomi gafrqvevisagan.
· infeqciis gavrcelebis SesaZleblobis Sesamcireblad rekomendebulia, rom erTma pirma gamoiyenos erTi da igive spreis boTli.

dozireba
erTi dozisaTvis aucilebelia spreis dguSze zewola xuTjer, procedura SeiZleba gameordes 3-6-jer dReSi, minimaluri intervalebiT 2 sT dozebs Soris.

roca spreis dguSze zewola xdeba erTxel, Tavisufldeba 0.2 ml xsnari, romelic Seicavs 4 mg lisozimis hidroqlorids, 0.3 mg cetilpiridinis qlorids da 0.1 mg lidokainis hidroqlorids.

lizobaqti qomfliT sprei ar aris gankuTvnili 6 wlamde asakis bavSvebisaTvis.

specialuri SeniSvna medikamentis gamoyenebasTan dakavSirebiT
lizobaqti qomfliT sprei ar Seicavs Saqars da amitom misi gamoyeneba SeiZleba diabetiT daavadebulebSi.

4.3. ukuCvenebebi
· hipermgrZnobeloba lisozimis hidroqloridis, cetilpiridinis qloridis, lidokainis hidroqloridis da amidis tipis sxva saanesTezio saSualebebis an sxva romelime damxmare nivTierebis mimarT;
· hipermgrZnobeloba kvercxis cilis mimarT;
· 6 welze naklebi asakis bavSvebi.

4.4. gansakuTrebuli gafrTxilebebi da sifrTxilis zomebi gamoyenebis dros 
lizobaqti qomfliT spreiT mkurnaloba mkacrad Semoifargleba mxolod arsebuli tkivilisa da gaRizianebis mosaxsnelad, saWiroebis SemTxvevaSi.
lizobaqti qomfliT sprei ar aris gankuTvnili xangrZlivi, uwyveti an ganmeorebiTi gamoyenebisaTvis.

Terapiuli CvenebiT medikamentis miReba ar unda moxdes 5 dReze met xans, radgan medikamentma SeiZleba gamoiwvios piris Rrusa da xaxis normaluri mikrofloris balansis darRveva, rac warmoadgens baqteriuli an sokovani infeqciis gavrcelebis risks.

Tu 5 dRis ganmavlobaSi isev aRiniSneba simptomebi da/an viTardeba sxeulis maRali temperatura saWiroa eqimTan mimarTva.

lizobaqti qomfliT sprei ar unda iqnes gamoyenebuli alergiisadmi gamoxatuli winaswarganwyobis mqone pacientebSi.

medikamentis gamoyenebisas SeiZleba ganviTardes seriozuli mwvave hipermgrZnobelobiTi reaqciebi, rogoricaa WinWris cieba, angionevrozuli SeSupeba (romelic moicavs sasunTq gzebs), bronqokonstriqcia, cirkulatoruli garTulebebi da anafilaqsiuri Soki.

garda amisa, aRiniSna kanis seriozuli reaqciebis izolirebuli SemTxvevebi, rogoricaa multiformuli eriTema da stivens-jonsonis sindromi. zogierTi aseTi mZime reqcia SeiZleba sicocxlisaTvis saxifaTo iyos. im SemTxvevaSi Tu viTardeba hipermgrZnobelobiTi reaqciis simtomebi, aucilebelia lizobaqti qomfliT spreis gamoyenebis Sewyveta.

adgilobrivi saanesTezio saSualebebis gamoyenebis dros piris Rrusa da yelis lorwovan garsebze adgilobrivma anesTeziam SeiZleba gaaZnelos ylapva da amiT gazardos sakvebis aspiraciis safrTxe sasunTq gzebSi. amis gamo, pacientebi gafrTxilebulebi unda iyvnen, rom ar miiRon sakvebi da/an sasmeli lizobaqti qomfliT spreis gamoyenebidan 1 saaTis ganmavlobaSi. garda amisa, ar aris rekomendebulia kbilebis gaxexva an saReWi rezinis daReWva, sanam piris Rrusa da/an yelis are aris anesTeziis qveS. Tu pacients anamnezSi aReniSneba ylapvis gaZneleba, saWiroa eqimTan konsultacia am medikamentis miRebamde.

sifrTxilea saWiro, rom xsnari ar moxvdes TvalebSi. SemTxveviT moxvedrisas saWiroa Tvalebis didxans Camobana sufTa wyliT, am dros Tvali Ria unda iyos.

lizobaqti qomfliT sprei Seicavs glicerols (85%), romelmac SeiZleba gamoiwvios Tavis tkivili, kuWis problemebi da diarea.

lizobaqti qomfliT sprei Seicavs propilen glikols, romelmac SeiZleba gamoiwvios alkoholis msgavsi simptomebi.

lizobaqti qomfliT sprei Seicavs meTil parahidroqsibenzoatsa da propil parahidroqsibenzoats, romlebmac SeiZleba gamoiwvion alergiuli reaqciebi.

lizobaqti qomfliT sprei Seicavs 1 mmol-ze (23 mg) nakleb natriums erT dozaSi, anu faqtobrivad Tavisufalia natriumisagan.

4.5. urTierTqmedeba sxva medikamentebTan da urTierTqmedebis sxva formebi
lizobaqti qomfliT spreis gamoyenebisas dauSvebelia, piris Rrus da/an yelis dezinfeqciis mizniT, erTdroulad sxva adgilobrivi antiseptikuri saSualebebis miReba.

lidokainis Semcvelobis gamo alchaimeris daavadebis susti formis samkurnalo medikamentebis (qolinesTerazis inhibitorebi) erTdrouli gamoyeneba Tavidan unda iqnes acilebuli. Tumca, lidokainis sxva medikamentebTan urTierTqmedeba Teoriulad SesaZlebelia, am SemTxvevaSi amas mniSvneloba ar unda hqondes, radgan lizobaqti qomfliT sprei adgilobrivad gamoiyeneba.

4.6. orsuloba da laqtacia
orsuloba
orsulobis dros medikamentis gamoyenebis usafrTxoebis monacemebi ar aris an mcirea. klinikuri gamocdileba wamlis nayofze gavlenasTan dakavSirebiT arasakmarisia.

amitom, sifrTxilis TvalsazrisiT, ar aris rekomendebuli am medikamentis gamoyeneba orsulobis dros.

laqtacia
lidokaini gamoiyofa dedis rZeSi, magram iseTi mcire raodenobiT, rom is zogadad ar warmoadgens raime risks axalSobilze Terapiuli dozebiT gamoyenebisas. arasakmarisi monacemebia cetilpiridinis dedis rZeSi gamoyofis Sesaxeb, amitom es medikamenti ar unda iqnes gamoyenebuli laqtaciis dros.

4.7. avtomobilisa da sxva meqanizmebis marTvaze gavlena
ar aris cnobili wamlis mniSvnelovani gavlenis Sesaxeb avtomobilisa da sxva meqanizmebis marTvis unarze. 

4.8. gverdiTi movlenebi
gverdiTi movlenebis ganviTarebis sixSiris Sefaseba dafuZnebulia Semdeg fardobaze: Zalian xSiri (≥1/10), xSiri (≥1/100-dan <1/10-mde), araxSiri (≥1/1 000-dan <1/100-mde), iSviaTi (≥1/10 000-dan <1/1 000-mde) da Zalian iSviaTi (<1/10 000), sixSire ucnobia (sixSiris Sefaseba ver xerxdeba arsebuli monacemebis safuZvelze).
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savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba
samkurnalo produqtis licenzirebis Semdeg savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba mniSvnelovania. is ganapirobebs samkurnalo produqtis sargebeli/riskis uwyvet monitorings. jandacvis specialistebma savaraudo gverdiTi reaqciebis Sesaxeb Setyobineba unda gaakeTon Setyobinebis erovnuli sistemis saSualebiT.

4.9. dozis gadaWarbeba
niSnebi da simptomebi
lizobaqti qomfliT spreis dozis gadaWarbebam xorxis areSi SeiZleba gamoiwvios Warbi adgilobrivi anesTeziis efeqtis susti riski, romelic SemdgomSi iwvevs ylapvis refleqsis kontrolis Semcirebas, sasunTq gzebSi sakvebis aspiraciis safrTxesTan erTad. piris Rrus lorwovanis garizianeba SeiZleba aRiniSnos rekomendebulze maRali dozebis gamoyenebisas.

Tumca lidokainis bioSeRwevadoba dabalia, zogjer is sakmarisia, rom gamoiwvios mniSvnelovani toqsikuroba wamlis gadaylapvisas. lizobaqti qomfliT spreis SemTxvevaSi, spreis erT litrze meti unda gadaiylapos, rom miRweul iqnes lidokainis sakmarisi raodenoba (0.5 g an meti) mniSvnelovani toqsikurobis gamosawvevad. lidokainis ukiduresad maRalma koncentraciebma sisxlSi SeiZleba gamoiwvios toqsikuri efeqtebi centralur nervul sistemaze da/an gul-sisxlZarRvTa sistemaze.

lisozimis dozis mwvave gadaWarbebis dros ar aris mosalodneli raime klinikuri Sedegebi.

cetilpiridinis qloridma gadaylapvis Semdeg SeiZleba gamoiwvios gulisreva da Rebineba kuW-nawlavis lorowovani garsis gaRizianebis gamo.

mkurnaloba
lidokainis dozis gadaWarbebis mkurnaloba moicavs sasunTqi gzebis gamavlobis SenarCunebas da adeqvaturi ventilaciis uzrunvelyofas. ventilacia unda SenarCundes JangbadiTa da xelovnuri an kontrolirebadi sunTqviT, saWiroebis SemTxvevaSi. saWiroa konvulsiebis Sesabamisi mkurnaloba (mag.: TiopentoniT, diazepamiT da a.S.). damxmare kardiovaskularuli zomebis miReba xSirad saWiroa. Tu ganviTarda parkuWebis fibrilacia an gulis gaCereba, saWiroa efeqturi kardiovaskularuli reanimacia. adrenalini ganmeorebiTi dozebiT da natriumis bikarbonati gamoyenebul unda iqnes rac SeiZleba swrafad.

5. farmakologiuri Tvisebebi
5.1. farmakodinamikuli Tvisebebi

farmakoTerapiuli jgufi: yelis preparatebi, antiseptikuri saSualebebi. 
aTq kodi: R02AA. 
lisozimi aris mukopolisaqaridi, romelic moqmedebs gramdadebiT baqteriebze, SesaZloa gardaqmnis uxsnad polisaqaridebs ujredis kedelSi xsnad mukopeptidad. is aseve aqtiuria umetesoba gramuaryofiTi baqteriebis, virusebis da sokoebis mimarT.  lisozims aqvs adgilobrivi anTebis sawinaaRmdego moqmedeba.

cetilpiridini aris antiseptikuri nivTierebaa meoTxeuli aminebis naerTebis jgufidan. mas baqtericiduli efeqti aqvs gramdadebiTi da gramuaryofiTi baqteriebis farTo speqtrze. is moqmedebs baqteriul ujredSi SeRweviT ujredis membranis gavliT, iwvevs ujredis SigTavsis gaJonvas, azianebs baqteriis metabolizms da Trgunavs ujredebis zrdas. es iwvevs baqteriuli ujredis sikvdils. cetilpiridini avlens zedapirze aqtiur Tvisebebs. is gansakuTrebiT aqtiuria piris Rrus da xaxis lorwovan garsebze.

lidokaini aris adgilobrivi amidis tipis saanesTezio saSualeba. sxva adgilobrivi saanesTezio saSualebebis msgavsad, lidokaini aqveiTebs nervuli ipulsebis warmoqmnasa da gatarebas depolarizaciis daqveiTebiT.

es aris natriumis ionebis mimarT ujredis ganvladobis zrdis blokirebis Sedegi, rac iwvevs membranis sawyis depolarizacias. lidokaini aseve aqveiTebs kaliumisa da natriumis ionebis mimarT aqsonebis ganvladobas mosvenebis dros.
 
5.2. farmakokinetikuri maxasiaTeblebi
lizobaqti qomfliT sprei gamoiyeneba adgilobrivad da aqvs lokaluri efeqti pirisa da yelis areSi. 

adgilobrivi saanesTezio saSualeba lidokaini swrafad Seiwoveba piris Rrusa da xaxis lorwovani garsidan. lidokaini eqstensiur metabolizms gadis, sanam moxvdeba sistemur cirkulaciaSi. radgan lidokainis presistemuri metabolizmi eqstensiuria, lidokainis bioSeRwevadoba SigniT miRebis Semdeg, daaxloebiT, 35%-ia. 

ar arsebobs monacemebi samecniero literaturaSi lisozimisa da cetilpiridinis farmakokinetikis Sesaxeb. 

5.3. preklinikuri usafrTxoebis monacemebi
preklinikurma monacemebma ar aCvena gansakuTrebuli riski adamianebze farmakologiuri, ganmeorebiTi dozis toqsikurobis, genotoqsikurobis, kancerogenuli potencialis da reproduqciuli toqsikurobis standartuli usafrTxoebis testebis mixedviT.

6. farmacevtuli maxasiaTeblebi
6.1. damxmare nivTierebebis CamonaTvali
· gliceroli 85%
· propilenglikoli
· meTil parahidroqsibenzoati
· propil parahidroqsibenzoati
· baRis pitnis aromati
· natriumis hidroqsidi
· gawmendili wyali

6.2. SeuTavseblobebi
ar aris cnobili.

6.3. Senaxvis vada
36 Tve

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

6.5. konteineris forma da Semcveloba
qarvisferi minis boTli spreis dguSiTa da spreis aplikatoriT.
boTli Seicavs 30 ml xsnars.

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

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

7. mwarmoebeli
Bosnalijek, Pharmaceutical and Chemical Industry, Joint Stock Company, Jukićeva 53, Sarajevo, Bosnia and Herzegovina
bosnaliek, farmasiuTiqal end qemiqal indasTri, joinT sToq qomfani
saraevo, iukiCeva 53, bosnia da hercegovina

8. savaWro licenziis nomeri da gacemis TariRi

9. vaWrobis licenziis pirvelad miniWebis/ganaxlebis nomeri da TariRi

10. teqstis Sesworebis TariRi
2026 wlis Tebervali
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