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Ggamoyenebis instruqcia 

რელანიუმი 

RELANIUM 

 

samkurnalo preparatis mokle daxasiaTeba  

1. samkurnalo preparatis dasaxeleba 

relaniumi [RELANIUM], 5 mg/ml, saineqcio xsnari  

2. xarisxobrivi da raodeobrivi Semadgenloba  

xsnaris yoveli mililitri Secavs 5 mg diazepams (Diazepamum).  

damxmare nivTiereba cnobili moqmedebiT:  

1 ml xsnari Seicavs: 100 mg 96%-ian eTanols, 15 mg benzilis spirts, 48,8 mg 

natriumis benzoats, 450 mg propilenglikols.  

preparati Seicavs 7,8 mg natriums 1 ml-Si.  

 

damxmare nivTierebebis sruli sia: ixileT punqti 6.1.  

 

3. samkurnalo forma  

saineqcio xsnari 

ufero an moyviTalo-momwvano gamWvirvale siTxe  

 

4. detaluri klinikuri monacemebi  

4.1. gamoyenebis Cvenebebi 

 mwvave SfoTviTi mdgomareobebi an agzneba, delirium tremens  

 kunTebis mwvave spastiuri mdgomareobebi, tetanusi  

 mwvave krunCxviTi mdgomareobebi, maT Soris epilefsiuri, krunCxvebi 

mowamvlisas, krunCxvebi cxelebis dros  

 winaoperaciuli premedikacia an premedikacia diagnostikuri 

procedurebis win (stomatologiuri, qirurgiuli, radiologiuri, 

endoskopuri procedurebi, gulis kaTeterizacia, kardioversia). 

 

4.2. dozebi da gamoyenebis wesi  

dozebi 

samkurnalo preparatis optimaluri moqmedebis misaRwevad saWiroa 

TiToeuli pacientisaTvis individualuri dozis saTanadod gansazRvra.  

 

mozrdilebi:  

mwvave SfoTviTi mdgomareobebi an agzneba: 10 mg intravenurad an 

intramuskularulad, ineqciis gameoreba SeiZleba arauadres oTxi saaTis 

Semdeg.   
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Delirium tremens: 10 – 20 mg intravenurad an intramuskularulad. simptomebis 

intensivobis mixedviT SeiZleba aRiniSnos didi dozebis Seyvanis 

aucilebloba.  

 

kunTebis mwvave spastiuri mdgomareobebi: 10 mg intravenurad an 

itramuskularulad, ineqciis gameoreba SeiZleba arauadres oTxi saaTis 

Semdeg.   

 

tetanusi: sawyisi intravenuri doza Seadgens 0.1 mg-dan/kg sxeulis masaze 

0.3 mg-mde/kg sxeulis masaze, romelic meordeba yovel 1-4 saaTSi. SeiZleba 

aseve Seyvana uwyveti intravenuri infuziis gziT 24 saaTis ganmavlobaSi 

doziT 3 mg-dan/kg sxeulis masaze 10 mg-mde/kg sxeulis masaze. SerCeuli 

doza damokidebuli unda iyos simptomebis intensivobaze, Zalian mZime 

SemTxvevebSi SeiZleba ufro didi dozebis gamoyeneba.  

 

epilefsiuri Setevebi, krunCxvebi mowamvlisas: 10-20 mg venaSi an kunTebSi; 
doza SeiZleba ganmeordes 30-60 wuTis Semdeg. Cvenebis arsebobisas 

SeiZleba neli intravenuri infuziis gamoyeneba (maqsimaluri doza 3 mg/kg 

sxeulis masaze 24 saaTis ganmavlobaSi). 

 

winaoperaciuli premedikacia an premedikacia diagnostikuri 
procedurebis win: 0.2 mg/kg sxeulis masaze. Cveulebriv gamoyenebuli doza 

mozrdilebSi Seadgens 10-20 mg-s, magram klinikuri reaqciis mixedviT 

SeiZleba warmoiSvas dozis gazrdis aucilebloba.  

 

xandazmuli asakis an dasustebuli pacientebi  
gamoyenebadi dozebi ar unda iyos Cveulebriv rekomendebuli dozebis 

naxevarze meti.  

am jgufis pacientebisaTvis aucilebelia regularuli monitoringi 

mkurnalobis dasawyisSi miRebuli dozebis da (an) miRebis sixSiris 

minimizaciisaTvis, raTa Tavidan iqnas acilebuli dozis gadaWarbeba 

preparatis kumulirebis Sedegad.  

 

bavSvebi  

epilefsiuri Setevebi, krunCxvebi mowamvlisas, krunCxvebi cxelebis dros: 

0.2 mg-dan/kg sxeulis masaze 0.3 mg-mde/kg sxeulis masaze venaSi an kunTSi, 

an 1 mg sicocxlis yovel welze.  

 

tetanusi: gamoiyeneba igive dozireba, rac mozrdilebSi.  

 

winaoperaciuli premedikacia an premedikacia diagnostikuri 
procedurebis win: 0.2 mg/kg sxeulis masaze.  
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mkurnaloba miyvanili unda iyos aucilebel minimumamde, samkurnalo 

preparatis gamoyeneba unda moxdes mxolod eqimis dakvirvebis qveS. 

xangrZlivi Terapiis dros benzodiazepinebis gamoyenebis efeqturobisa da 

usafrTxoebis Sesaxeb monacemebi SezRudulia.  

intravenuri sedaciisas arasasurveli moqmedebebis gamovlenis albaTobis 

Sesamcireblad preparatis Seyvana unda moxdes nela (0.5 ml xsnari 30 wamis 

ganmavlobaSi) pacientSi Zilianobis, quTuToebis daxuWvis da aramkveTri 

metyvelebis ganviTarebamde, amasTan pacients unda SeeZlos miTiTebebis 

Sesruleba.  

 

rekomendebulia preparatis intravenuri ineqcia did venaSi idayvis moxris 

adgilas da mTeli proceduris ganmavlobaSi pacienti unda iwves zurgze.  

 

preparatis venebSi Seyvanis Sesaxeb yvela zemoT mocemuli rekomendaciis 

dacvisas, arteriuli hipotoniis an apnoes ganviTarebis riski 

mniSvnelovnad mcirdeba.  

 

saCqaro SemTxvevebis garda, preparatis intravenuri Seyvanis dros 

yovelTvis unda imyofebodes meore adamiani; agreTve yovelTvis 

xelmisawvdomi unda iyos sareanimacio mowyobilobebi.  

 

rekomendebulia pacientis dakvirveba eqimis mier preparatis Seyvanidan 

minimum 1 saaTis ganmavlobaSi.  

 

pacients saxlSi wasvlisas Tan unda axldes mozrdili da 

pasuxismgeblobis mqone adamiani; pacients unda ecnobos, rom ar SeiZleba 

avtotransportis tareba da meqanizmebis momsaxureba preparatis Seyvanidan 

24 saaTis ganmavlobaSi.  

Cveulebriv ar unda moxdes preparat relaniumis gazaveba. gamonaklisia 

neli intravenuri Seyvana 0,9%-iani NaCl xsnaris an glukozis xsnaris didi 

moculobiT tetanusis da epilefsiuri Setevis mkurnalobisas. ar SeiZleba 

40 mg-ze meti diazepamis (xsnaris 8 ml) ganzaveba 500 ml Sesayvan xsnarSi. 

xsnari unda momzaddes uSualod Seyvanamde da gamoyenebuli iyos 6 saaTis 

ganmavlobaSi.  

ar SeiZleba preparatis Sereva sxva preparatebTan sainfuzio xsnarSi an 

erT SpricSi, vinaidan garantirebuli ar aris preparatis stabiluroba am 

rekomendaciis daucvelobis SemTxvevaSi.  

 

preparati gankuTvnilia kunTSi an venaSi SeyvanisaTvis. 

 

4.3. ukuCvenebebi 

 hipermgrZnobeloba aqtiuri nivTierebis (an sxva benzodiazepinebis 

mimarT) an 6.1. punetSi CamoTvlili romelime damxmare nivTerebis 

mimarT 
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 Myasthenia gravis 

 sunTqvis mZime ukmarisoba, sunTqvis daTrgunva 

 Ramis apnoes sindromi 

 RviZlis mwvave ukmarisoba 

 fobiebi an akviatebuli mdgomareobebi 

 qronikuli fsiqozebi 

 ar gamoiyeneba axalSobilebSi da dRenaklul bavSvebSi - ix. p. 4.4.  

  

4.4. gamoyenebasTan dakavSirebuli specialuri gafrTxilebebi da 

sifrTxilis zomebi  

Cveulebriv ar aris rekomendirebuli preparatis parenterulad gamoyeneba 

pacientebSi tvinis organuli cvlilebebiT (gansakuTrebiT 

aTeroskleroziT) an filtvis qronikuli ukmarisobiT. Tumca, 

gadaudebeli SemTxvevebis dros an rodesac pacientebs Terapia 

saavadmyofoSi utardebaT, preparatis miReba SesaZlebelia parenterulad 

minimaluri doziT. intravenuri ineqciis SemTxvevaSi, preparati nela unda 

iyos Seyvanili.   

 

filtvis qronikuli ukmarisobis mqone pacientebSi da RviZlis qronikuli 

daavadebis mqone pacientebSi SeiZleba saWiro gaxdes dozis Semcireba. 

Tirkmelebis ukmarisobis dros diazepamis naxevargamoyofis periodi 

ucvlelia, amitom Tirkmlis funqciis darRvevebis mqone pacientebSi dozis 

Semcireba ar aris saWiro.  

 

diazepami ar unda iqnes gamoyenebuli monoTerapiaSi pacientebSi depresiiT 

an fobiebiT depresiis dros, radganac  SeiZleba gamovlindes midrekileba 

suicidisadmi.  

 

preparatis gamoyenebis Semdeg ramdenime saaTSi SeiZleba amnezia 

gamovlindes. misi aRniSvnis riskis Sesamcireblad, pacientebi 

uzrunvelyofilni unda iyvnen pirobebiT uwyveti ZilisaTvis 7-8 saaTis 

gamavlobaSi.    

 

axlobeli adamianebis dakargvis da glovis SemTxvevaSi, fsiqologiuri 

adaptacia SeiZleba Seneleuli iqnas benzodiazepinebis gamoyenebis 

Sedegad.  

 

benzodiazepinebis gamoyenebisas, gansakuTrebiT bavSvebSi da xandazmul 

pacientebSi, aRwerili iyo paradoqsuli reaqciebi, rogoricaa motoruli 

mousvenroba, agznebadoba, gaRizianebadoba, agresiuloba, bodva, sibrazis 

Setevebi, Ramis koSmarebi, halucinaciebi, fsiqozebi, araadekvaturi qceva 

da qcevis sxva darRvevebi. aseTi simptomebis gamovlenisas preparatis 

gamoyeneba unda Sewydes.  
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opioidebTan kombinirebul gamoyenebasTan dakavSirebuli riski: 

preparat relaniumis kombinirebulma gamoyenebam opioidebTan SeiZleba 

gamoiwvios sedatiuri efeqtis gaZliereba, sunTqvis daTrgunva, koma da 

sikvdili. zemoT miTiTebuli riskebis gaTvaliswinebiT sedatiuri 

preparatebis daniSvna, rogoricaa benzodiazepinebi an misi monaTesave 

preparatebi, rogoricaa releniumi, opioidebTan SezRuduli unda iqnas 

mxolod im pacientebisaTvis, romlebisaTvisac mkurnalobis  

alternatiuli variantebi SeuZlebelia. Tu miRebulia dagawyvetileba 

preparat relaniumis daniSvnis Sesaxeb opioidebTan erTad, gamoyenebuli 

unda iqnas preparatis SesaZlo yvelaze dabali Terapiuli doza, amasTan 

mkurnalobis xangrZlivoba unda iyos yvelaze xanmokle (ixileT aseve 

zogadi rekomendaciebi dozirebis Sesaxeb 4.2 nawilSi).  

 

pacientebi unda imyofebodnen gansakuTrebuli dakvirvebis qveS sunTqvis 

daTrgunvis niSnebisa da simptomebis ganviTarebasa da sedatiuri efeqtis 

gaZlierebasTan mimarTebaSi. amasTan dakavSirebiT rekomendirebulia   

pacientebisa da pirebis informireba romlebic uvlian maT (Tu es 

aqtualuria), miTiTebuli simptomebis aRniSvnis SesaZleblobis Sesaxeb 

(ix. nawili 4.5).  

 

benzodiazepinebis jgufis preparatebiT mkurnalobisas SeiZleba 

ganviTardes damokidebuleba. damokidebulebis aRniSvnis riski ufro 

didia pacientebSi, romlensac utardebaT xangrZlivi mkurnalobis kursi 

da (an) romlebic iReben did dozebs, gansakuTrebiT ganwyobil 

pacientebSi, romlebic borotad iyeneben alkohols an samkurnalo 

prepratebs anamnezSi. benzodiazepinebze fizikuri damokidebulebis 

aRniSvnis Semdeg mkurnalobis Sewyvetam SeiZleba gamoiwvios abstinenciis 

simptomebis aRniSvna. maT miekuTvneba Tavis tkivili, kunTebis tkivili, 

panikis SegrZneba, daZabuloba, cnobierebis areva da gaRizianebadoba.  

mZime SemTxvevebSi SeiZleba aRiniSnos iseTi simptomebi, rogoricaa 

realobis SerZnebis an sakuTari pirovnebis orientaciis dakargva, 

WianWvelebis cocvis SegrZneba da  kidurebis SeboWva, hipermgrZnobeloba 

bgeris, sinaTlisa da Sexebis mimarT, halucinaciebi an krunCxvebi. 

 

xangrZlivi intravenuri ineqciebis Semdeg, preparatis mkveTr moxsnas 

SeiZleba axldes abstinenciis simptomebi, amitom rekomendirebulia 

dozebis TandaTanobiTi Semcireba.  

 

rekomendirebulia gansakuTrebuli sofrTxilis dacva diazepamis 

ineqciebis gamoyenebisas, gansakuTrebiT intravenuris, xandazmuli asakis 

pacientebSi, mZime mdgomareobaSi, aseve pacientebSi daqveiTebuli filtvis 

rezerviT, radganac SeiZleba aRiniSnos apnoe da (an) moxdes gulis 

funqciis SeCereba. diazepamisa da barbituratebis, alkoholis an sxva 

nivTierebebis erTdrouli gamoyeneba, romlebic axdenen centraluri 
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nervuli sistemis daTrgunvas, zrdis sisxlis mimoqcevis an sunTqvis 

depresiis risks, aseve apnoes risks. reanimaciis aRWurvilobis 

xelmisawvdomoba uzrunvelyofili unda iyos, ventilaciis 

mxardaWerisaTvis mowyobilobebis CaTvliT.   

 

gansakuTrebuli sifrTxilis dacvaa saWiro benzodiazepinebis 

gamoyenebisas pacientebSi, rolebic borotad iyeneben alkohols an 

samkurnalo preparatebs anamnezSi.  

 

preparati Seicavs 15 mg benzilis spirts 1 ml xsnarSi. benzilis spirtma 

SeiZleba gamoiwvios alergiuli reaqciebi. 

axalSobilebSi benzilis spirtis intravenuri Seyvana ukavSirdeba mZime 

gverdiTi reaqciebis da sikvdilis risks (e.w. “gasping syndrome”). benzilis 

spirtis minimaluri raodenoba, ris Semdegac SeiZleba gamovlindes 

toqsikurobis simptomebi, ucnobia.  

ar aris rekomendirebuli gamoyeneba axalSobilebSi (sicocxlis 4 

kviramde).  

mcirewlovan bavSvebSi benzilis spirtis kumulaciis momatebuli riskis 

gamo, preparati ar unda iqnas gamoyenebuli 3 wlamde asakis bavSvebSi erT 

kviraze meti xnis ganmavlobaSi.  

benzilis spirtis didi moculoba sifrTxiliT unda iqnas gamoyenebuli 

da mxolod saWiroebis SemTxvevaSi, gansakuTrebiT pacientebSi 

Tirkmelebis an RviZlis funqciis darRveviT, aseve orsulebSi an meZuZur 

dedebSi kumulaciis da toqsikurobis riskis gamo (metaboluri acidozi).  

 

preparati Seicavs 12,4% v/v eTanols (spirts), anu 200 mg-mde 2 mililitrian 

ampulaSi, rac 4,75 ml ludis an 1,98 ml Rvinis eqvivalenturia ampulaSi.  

sazianoa adamianebisaTvis alkoholizmiT.  

es gaTvaliswinebuli unda iyos daniSvnisas orsulebSi an meZuZur 

qalebSi, bavSvebsa da maRali riskis jgufis pacientebSi, magaliTad, 

RviZlis daavadebebiT an epilefsiiT.  

 

preparati Seicavs 450 mg propilenglikols 1 ml-Si. kombinirebulma 

gamoyenebam alkoholdehidrogenazas sxva substratebTan, rogoricaa 

eTanoli, SeiZleba gamoiwvios gverdiTi reaqciebi 5 wlamde bavSvebSi. 

Tumca propilenglikolis toqsikuri efeqti gamravlebasa da 

STamomavlobis ganviTarebaze ar iyo demonstrirebuli, man SeiZleba 

SeaRwios nayofsa da dedis rZeSi. amasTan dakavSirebiT, 

propilenglikolis daniSvna orsulebSi an meZuZur dedebSi 

individualurad unda iqnas ganxiluli TiToeul konkretul SemTxvevaSi. 

Tirkmlis an RviZlis funqciis darRvevis mqone pacientebi unda iyvnen 

samedicino dakvirvebis qveS propilenglikolis gamoyenebasTan 

dakavSirebuli sxvadasxva gverdiTi efeqtebis gamo, rogoricaa 
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Tirkmelebis funqciis darRvevebi (Tirkmlis milakebis mwvave nekrozi), 

Tirkmlis mwvave ukmarisoba da RviZlis funqciis darRvevebi.  

preparati Seicavs 48,8 mg natriumis benzoats 1 ml xsnarSi. natriumis 

benzoatma SeiZleba gazardos siyviTlis aRniSvnis riski axalSobilebSi.  

 

preparati Seicavs 15,6 mg natriums 2 mililitrian ampulaSi (7,8 mg natriumi 

1 ml-Si), rac Seesabameba mozrdilTaTvis jandacvis saerTaSoriso 

organizaciis mier rekomendirebuli maqsimaluri dRiuri dozis 2 g 

natriumis 0,78%-s.  

 

preparati SeiZleba ganzavdes 0,9% NaCl an glukozis xsnariT. preparatis 

momzadebul ganzavebaSi natriumis saerTo Semcvelobis gamoTvlisas 

gaTvaliswinebuli unda iqnas natriumis raodenoba, romelic miiReba 

ganzavebisaTvis gamoyenebuli preparatisagan. xsnarSi natriumis 

Semcvelobis Sesaxeb detaluti informaciis misaRebad, saWiroa preparatis 

maxasiaTeblebTanN gacnoba, romelic gamoiyeneba ganzavebisaTvis.  

 

4.5. urTierTqedeba sxva samkurnalo preparatebTan da 

urTierTqmedebis sxva saxeobebi  

Tu preparati iniSneba sxva preparatebTan, romlebic moqmedeben 

centralur nervul sistemaze (cns), rogoricaa antifsiqozuri samkurnalo 

preparatebi, anqsiolitikebi, damamSvidebeli, antidepresantebi, saZile, 

antiepilefsiuri, opioiduri tkivilgamayuCebeli preparatebi, samkurnalo 

preparatebi zogadi anesTeziisTvis da antihistaminuri preparatebi 

damamSvidebeli moqmedebiT, savaraudoa damamSvidebeli moqmedebis 

gaZliereba. opiaturi tkivilgamayuCebeli preparatebis SemTxvevaSi 

SeiZleba gaZlierdes eiforiuli moqmedeba, ramac SeiZleba gamoiwvios 

fsiqikuri damokidebulebis zrda. garda amisa, im SemTxvevaSi, rodesac 

centraluri nervuli sistemis damTrgunveli preparatebi miiReba 

parenteraluri gziT diazepamis intravenur ineqciebTan kombinaciaSi, 

SeZleba gamovlindes mZime sunTqviTi da sisxlZarRvovani depresia. 

xandazmuli asakis pacientebi saWiroeben gansakuTrebul zedamxedvelobas. 

  

preparat relaniumis intravenuri Seyvanis dros opiatur 

tkivilgamayuCebel preparatebTan erTad, magaliTad, stomatologiaSi, 

rekomendirebulia diazepamis Seyvana tkivilamayuCebeli preparatis 

Seyvanis Semdeg, aseve dozis saTanadod SerCeva pacientis individualuri 

saWiroebebis mixedviT.  

 

ar aris rekomendebuli preparatis da alkoholis erTdroulad gamoyeneba 

damamSvidebeli moqmedebis gaZlierebasTan dakavSirebiT. es moqmedebs 

avtomobilis tarebis da manqanebis momsaxurebis unarze.  

 



8 
 

farmakokinetikuri kvlevebis Sedegebi, dakavSirebuli diazepamis 

potenciur urTierTqmedebasTan antiepilefsiur saSualebebTan (valprois 

mJavas CaTvliT), winaaRmdegobrivia. aRiniSneboda preparatis 

koncentraciis rogorc Semcireba, aseve zrda, agreTve cvlilebebis 

ararseboba.  

antiepilefsiur preparatebTan preparatis erTdroulad gamoyenebis 

SemTxvevaSi, SeiZleba aRiniSnos gverdiTi moqmedebis da toqsikurobis 

gaZliereba, gansakuTrebiT barbituratebis an gidantoinis warmoebulebis 

jgufidan preparatebis, aseve am nivTierebebis Semcveli kombinirebuli 

preparatebis SemTxvevvaSi. amitom saWiroa gansakuTRebuli sifrTxile 

dozis gansazRvrisas mkurnalobis sawyis periodSi.  

 

damtkicebulia, rom samkurnalo preparatebi, romlebic axdenen 

Semaferxebel moqmedebas RviZlis fermentebze, magaliTad, cimetidini, 

fluvoqsamini, fluoqsetini da omeprazoli, iwveven benzodiazepinis 

klirensis Semcirebas da SeuZliaT maTi moqmedebis gaZliereba; 

samkurnalo preparatebs, romlebic axdenen mainducirebel moqmedebas 

RviZlis fermentebze, magaliTad, rifampicins, SeuZliaT benzodiazepinebis 

klirensis zrda. arsebobs monacemebi diazepamis zemoqmedebis Sesaxeb 

fenitoinis eliminaciaze.  

 

opioidebi: 
sedatiuri preparatebis kombinirebuli gamoyeneba, magaliTad, 

benzodiazepinebis an maTi monaTesave preparatebis, romlebsac miekuTvneba 

relaniumi, opioidebTan, zrdis sedatiuri efeqtis, sunTqvis daTrgunvis, 

komis da sikvdilis risks centralur nervul sistemaze aditiuri 

depresoruli efeqtis gamo. rekomendirebulia preparatis dozis Semcireba 

da kombinirebuli mkurnalobis xangrZlivobis Semcireba (ix. nawili 4.4.).  

 

4.6. zegavlena orsulobaze an laqtaciaze  

orsuloba 

orsul qalebSi preparatis gamoyenebis usafrTxoebis damadasturebeli 

Setyobinebebi ar arsebobs.  

cxovelebze Catarebul kvlevebSi ar yofila miRebuli aseTi mkurnalobis 

usafrTxoebis mtkicebulebebi.   

ar aris rekomendiebuli preparatis orsulobis dros gamoyeneba, ar 

gamoiyenoT, gansakuTrebiT pirvel da bolo trimestrebSi, Tu garemoebebi 

amas ar moiTxovs. 

im SemTxvevaSi, Tu samkurnalo preparati eniSnebaT reproduqciuli asakis 

qalebs, saWiroa  pacientis informireba eqimTan mimarTvis aucileblobis 

Sesaxeb mkurnalobis Sewyvetis mizniT im SemTxvevebSi, rodesac pacienti 

gegmavs daorsulebas an eWvobs, rom aris orsulad. 

dadginda, rom benzodiazepinebis didi dozebis an mcire dozebis 

xangrZlivi gamoyeneba orsulobis bolo trimestrSi an mSobiarobis dros 
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iwvevs nayofis gulis riTmis darRvevas, arteriul hipotonias, sxeulis 

temperaturis daqveiTebas, sunTqvis zomier depresias axalSobilebSi, 

aseve wovis refleqsis Sesustebas.  

unda gvaxsovdes, rom  axalSobilebSi, gansakuTrebiT dRenaklulebSi, 

fermentuli sistema, romelic monawileobs preparatis metabolizmSi 

srulad ar aris ganviTarebuli. garda amisa, axalSobilebma, romelTa 

dedebi orsulobis bolo periodSi iRebdnen benzodiazepinebs, SesaZloa 

fizikuri damokidebuleba gamoavlinon, maT dabadebis Semdeg SeiZleba 

gamouvlindeT abstinenciis sindromi.   

 

ZuZuTi kveba 

diazepami aRwevs dedis rZeSi, amitom ar aris rekomendirebuli diazepamis 

gamoyeneba ZuZuTi kvebis periodSi.  

 

4.7. zemoqmedeba avtotrasnportis marTvis da moZravi meqanikuri 

mowyobilobebis momsaxurebis unazre  

pacientebs unda ganemartoT, rom, rogorc am jgufis yvela preparatis 

SemTxvevaSi, diazepamis gamoyenebam SeiZleba gamoiwvios pacientis unaris 

darRveva Seasrulos rTuli moqmedebebi. sedaciam, mexsierebis da 

koncetraciis, aseve kuTebis funqciis darRvevam SeiZleba uaryofiTad 

imoqmedos avtomobilis marTvis an manqanebis momsaxurebis unarze. 

arasakmarisi Zilis SemTxvevaSi, SeiZleba gaizardos sifxizlis 

darRvevebis albaToba. pacientebi damatebiT unda iyvnen informirebulni, 

rom alkoholi aZlierebs darRvevebs, da rekomendirebuli unda iqnas misi 

gamoyenebis Tavidan acileba Terapiis msvlelobaSi (ix. nawili 4.5).  

 

4.8. gverdiTi moqmedebebi 

gverdiTi moqmedebebi dajgufebulia gamovlenis sixSiris mixedviT.  

iSviaTi (≥ 1/10 000, < 1/1 000); Zalian iSviaTi (< 1/10 000). 

darRvevebi sisxlis da limfuri sistemis mxriv 

iSviaTi: cvlilebebi sisxlis SemadgenlobaSi.   

 

fsiqikis darRvevebi 

paradoqsuli reaqciebi, rogoricaa motoruli mousvenroba, agznebadoba, 

gaRizianeba, agresia, bodva, risxvis Setevebi, Ramis koSmarebi, 

halucinaciebi (zogierTi seqsualuri tipis), fsiqozebi, araadekvaturi 

qceva sxva qceviTi darRvevebi (ix. nawili 4.4).  

benzodiazepinis jgufis preparatebis gamoyenebisas, SeiZleba gamovlindes 

adre arsebuli depresia.  

 

darRvevebi nervuli sistemis mxriv:  

iSviaTi: cnobierebis arevis mdgomareoba, emociuri reaqciebis Sesusteba, 

sifxizlis donis daqveiTeba, anterograduli amnezia, ataqsia, kankali, 

Tavis tkivili, Tavbrusxveva, metyvelebis darRvevebi an aramkafio 
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metyveleba, Zilianoba (ufro xSirad vlindeba mkurnalobis dasawyisSi da 

Cveulebriv qreba mkurnalobis msvlelobaSi).  

xandazmuli asakis pacientebi gansakuTrebiT mgrZnobiareni arian 

preparatebis moqmedebisadmi, romlebic axdenen centraluri nervuli 

sistemis daTrgunvas, da maT SeiZleba aReniSnoT cnobierebis areva, 

gansakuTrebiT pacientebSi tvinis organuli cvlilebebiT. am jgufSi 

preparatis doza ar unda aRematebodes sxva zrdasruli pacientebisaTvis 

gamoweril naxevar dozas. 

 

darRvevebi mxedvelobis organos mxriv 

iSviaTi: gaoreba TvalebSi an aramkafio mxedveloba.  

 

darRvevebi gulis da sisxlZarRvebis mxriv 

iSviaTi: arteriuli hipotonia, pulsis sixSiris cvlileba.  

Zalian iSviaTi: gulis funqciis SeCerebis SemTxvevebi.  

SeiZleba ganviTardes sisxlZarRvovani depresia (preparatis swrafi 

intravenuri ineqciis Semdeg).  

Tromboflebiti da sisxlZarRvebis Trombozi SeiZleba gamovlindes 

preparatis intravenuri ineqciis Semdeg.  

aseTi simptomebis aRniSvnis albaTobis Sesamcireblad, ineqcia unda 

gakeTdes did venaSi idayvis moxris adgilas. ar aris rekomendirebuli 

preparatis Seyvana wvril venebSi. absoluturad unda avaridoT Tavi 

preparatis intraarteriulad Seyvanas da eqstravazacias.   

 

darRvevebi sasunTqi sistemis, gulmkerdis da Suasayars organoebis mxriv:  

iSviaTi: sunTqvis darRvevebi, apnoe, sunTqvis daTrgunva (preparatis 

swrafi intravenuri ineqciis Semdeg).  

am garTulebebis SemTxvevebis sixSire SeiZleba Semcirdes preparatis 

Seyvanis rekomendirebuli siCqaris zusti dacviT. ineqciis an infuziis 

mTeli drois manZilze pacienti zurgze unda iwves.  

 

darRvevebi kuW-nawlavis traqtis mxriv   

iSviaTi: saWmlis momnelebeli traqtis funqciis darRvevebi, gulisreva, 

piris Rrus lorwovani garsis simSrale an Warbi nerwyvis gamoyofa, 

momatebuli mada, Sekruloba.  

 

darRvevebi RviZlis da sanaRvle gzebis mxriv 

Zalian iSviaTi: transaminazebis da ZiriTadi fosfatazas aqtivobis 

gazrda, siyviTle. 

 

darRvevebi kanis da kanqveSa qsovilebis mxriv 

iSviaT: kanis reaqciebi. 
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darRvevebi Zval-kunTovani da SemaerTebeli qsovilis mxriv 

kunTebis sisuste  - Cveulebriv damokidebulia daniSnul dozaze (yvelaze 

xSirad aRiniSneba mkurnalobis dasawyisSi da Cveulebriv qreba 

mkurnalobis msvlelobaSi). 

 

darRvevebi Tirkmlebis da saSarde gzebis mxriv 

iSviaTi: Sardis Seukavebloba an Sekaveba.  

 

darRvevebi sasqeso organoebis da sarZeve jirkvlebis mxriv  

iSviaTi: seqsualuri ltolvis gazrda an Semcireba.  

 

zogadi darRvevebi da darRvevebi Seyvanis adgilas 

iSviaTi: daRliloba (yvelaze xSirad aRiniSneba mkurnalobis dasawyisSi 

da Cveulebriv qreba Semdgomi Terapiis dros).  

tkivili, xolo zogierT SemTxvevaSi - siwiTle preparatis 

intramuskularuli ineqciis Semdeg.  

SedarebiT xSirad aRiniSneba tkivili ineqciis adgilze.  

 

xandazmuli asakis pacientebi da RviZlis funqciis darRvevebis mqone 

pacientebi gansakuTrebiT daqvemdebarebulni arian zemoT CamoTvlili 

gverdiTi moqmedebebis aRniSvnas.  rekomendirebulia mkurnalobis 

msvlelobis regularuli kontroli da preparatis rac SeiZleba swrafad 

moxsna.  

 

dafiqsirda benzodiazepinebis jgufis preparatebis borotad gamoyeneba. 

 

preparatis gamoyenebam (Terapiul dozebSic ki) SeiZleba gamoiwvios 

fizikuri da fsiqikuri damokidebulebis ganviTareba (ix. punqti 4.4).  

 

iyo Setyobinebebi uaryofiTi gverdiTi reaqciebis Sesaxeb  

brunvaSi samkurnalo preparatis gaSvebis Semdeg aucilebelia Setyobineba 

saeWvo gverdiTi moqmedebebis SemTxvevebis Sesaxeb. es iZleva samkurnalo 

preparatis sargebeli/riskis Sefardebis monitoringis Catarebis 

saSualebas. samedicino personalma unda moaxdinos Setyobineba saeWvo 

gverdiTi reaqciebis yvela SemTxvevebis Sesaxeb da waradginos informacia 

samkurnalo preparatebis, samedicino nawarmis da biociduri produqtebis 

sammarTvelos samkurnalo preparatebis gverdiTi moqmedebebis 

monitoringis departamentSi. 

xeivani erozolimskis 181 C 

02-222 varSava 

tel.: + 48 22 49 21 301 

faqsi: + 48 22 49 21 309 

e-mail: ndl@urpl.gov.pl   

mailto:ndl@urpl.gov.pl
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gverdiTi reaqciebis SemTxvevebis Sesaxeb Setyobineba aseve  SeiZleba 

pasuxismgebeli pirisTvis.  

 

4.9. Warbi dozireba  

benzodiazepinis jgufis preparatebis Warb dozirebas Cveulebriv 

axasiaTebs cns-is daTrgunvis simptomebi, intensivobiT Zilianobidan 

komamde. msubuq SemTxvevebSi SeiZleba aRiniSnos cnobierebis areva, 

Zilianoba da leTargia. mZime SemTxvevebSi aRiniSneba iseTi simptomebi, 

rogoricaa ataqsia, arteriuli hipotonia, sunTqvis daTrgunva, koma 

(iSviaTi) da letaluri dasasruli (Zalian iSviaTi).  

jer kidev ar aris dadgenili dializis mniSvneloba. gansakuTrebuli 

yuradReba unda mieqces gul-sisxlZarRvTa da sasunTqi sistemis 

funqcionirebas intensiuri Terapiis ganyofilebaSi.  

Fflumazenili warmoadgens specifikur antidots, romelic Seiyvaneba 

intravenurad sagangebo SemTxvevebSi. pacientebi, romlebsac esaWiroebaT 

aseTi mkurnaloba, unda daeqvemdebaron uwyvet dakvirvebas saavadmyofos 

pirobebSi. saWiroa sifrTxilis dacva flumazenilis Seyvanisas 

pacientebisaTvis epilefsiiT, romlebisc iReben benzodiazepinis jgufis 

preparatebs. agznebis aRniSvnis SemTxvevaSi ar aris rekomendirebuli 

barbituratebis gamoyeneba.  

 

5. farmakologiuri Tvisebebi 

5.1. farmakodinamika 

farmakoTerapiuli jgufi: fsiqolefsiuri saSualebebi; anqsiolizurebi; 
benzodiazepinis warmoebulebi, aTq kodi: N05BA01  

diazepams gaaCnia antifoburi, krunCxvis sawinaaRmdego, miorelaqsaciuri, 
damamSvidebeli da saZile moqmedeba. axdens mcire gavlenas avtonomiur 
nervul sistemaze.  
benzodiazepinebis moqmedebis adgili aris makromolekuluri kompleqsi, 

romelic moicavs GABAA receptorebs, benzodiazepinis receptorebs da 

qloridis arxebs. benzodiazepinis receptorebi GABAA receptorebTan 

alosteruli reaqciis gziT iwveven qloriduli arxebis gaxsnas da zrdian 

neironebSi qloriduli ionebis SeRwevas.  

Sedegia GABA-s Semaferxebeli moqmedebis gaZliereba centralur nervul 

sistemaze.  

 

5.2. farmakokinetika 

Sewova 

intramuskularuli ineqciis Semdeg mTlianad Seiwoveba, magram ara 

yovelTvis swrafad, vidre peroraluri miRebis Semdeg.  

 

ganawileba 

diazepami da misi metabolitebi didi xarisxiT ukavSirdebian plazmis 

cilebs (diazepami 98%). diazepami da misi metabolitebi aRweven barierSi 

sisxli-tvini da placentarul barierSi; isini aseve aRmoCenilia dedis 
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rZeSi, koncentracia iyo aTjer naklebi, vidre koncentracia qalis 

plazmaSi.  ganawilebis moculoba Seadgens 1-2 l / kg. 

 

metabolizmi 

diazepami ZiriTadad metabolizdeba farmakologiurad aqtiur 

metabolitebamde, rogoricaa N-desmeTildiazepami, temazepami da 

oqsazepami.  

 

gamoyofa 

diazepamis naxevrad daSlis periodi plazmaSi intravenuri gamoyenebis 

momentidan Sedgeba ori fazisgan, Tavdapirveli swrafi da mniSvnelovani 

ganawilebis faziT da saboloo gamoyofis gaxangrZlivebuli faziT 

(naxevrad daSlis periodi 48 saaTamde). naxevrad daSlis periodi aqtiuri 

metabolitis N- desmeTildiazepamis gamoyofis fazaSi Seadgens 100 saaTs. 

diazepami da misi metabolitebi gamoiyofa ZiriTadad SardiT, upirveles 

yovlisa, SekavSirebuli formiT. diazepamis klirensi Seadgens 20-30 ml / 

wT. 

dozebis mravaljeradi gamoyeneba iwvevs diazepamis da misi metabolitebis 

dagrovebas.  

metabolitebis dinamikuri balansis mdgomareoba miiRweva ori kviris 

Semdegac ki, metabolitebma SeiZleba miaRwion ufro maRal koncentracias, 

pirvelad preparatTan SedarebiT.  

 

farmakokinetika gansakuTrebul klinikur SemTxvevebSi 

naxevrad daSlis periodi gamoyofis fazaSi SeiZleba gaxangrZlivebuli 

iqnas axalSobilebSi, xandazmuli asakis pacientebSi da RviZlis 

daavadebebis mqone pacientebSi. Tirkmlis ukmarisobis mqone pacientebSi 

diazepamis naxevrad daSlis periodi ar icvleba.  

preparatis intramuskularulma Seyvanam SeiZleba gamoiwvios kreatinuli 

fosfatazis aqtivobis gazrda, maqsimaluri koncentraciiT, romelic 

miiRweva ineqciis Semdeg 12 da 24 saaTs Soris. es unda iyos 

gaTvaliswinebuli miokardiumis infarqtis diferencirebuli diagnozis 

dros.  

preparatis intramuskuluri ineqciis Semdeg absorbcia SeiZleba cvladi 

iyos, gansakuTrebiT dundulo kunTebSi ineqciis Semdeg. Seyvanis es gza 

SeiZleba gamoyenebuli iqnas mxolod im SemTxvevebSi, rodesac 

peroraluri an intravenuri gamoyeneba SeuZlebelia an ar aris 

rekomendirebuli.  

 

5.3. winaklinikuri monacemebi usafrTxoebis Sesaxeb. 

ar aris gansazRvruli.  
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6. farmacevruli monacemebi 

6.1. damxmare nivTierebebis sia 

propilenglikoli 

eTanoli 96% 

benzilis spirti 

natriumis benzoati 

yinulovani ZmarmJava 

ZmarmJava 10% 

saineqcio wyali 

 

6.2. SeuTavsebloba 

ar aris rekomendirebuli preparatis Sereva sxva samkurnalo 

preparatebTan sainfuzio xsnarSi an erT SpricSi. ar SeiZleba xsnaris 

stabilurobis uzrunvelyofa am rekomendaciis daucvelobis SemTxvevaSi.  

 

6.3. vargisianobis vada 

3 weli.  

 

6.4. sifrTxilis specialuri zomebi Senaxvisas 

inaxeba araumetes 25°C temperaturaze.  

ampulebi inaxeba gare SefuTvaSi sinaTlisagan dasacavad. ar gayinoT. 

 

6.5. SefuTvis tipi da tevadoba 

ampulebi narijisferi an ufero SuSisgan muyaos kolofSi.  

5 ampula 2 mililitriani 

50 ampula 2 mililitriani 

 

6.6. sifrTxilis specialuri zomebi, romlebic exeba samkurnalo 

preparatis mocilebas da momzadebas gamosayeneblad 

Cveulebriv ar aris rekomendirebuli preparat relaniumis ganzaveba. 

gamonaklisia 0,9% NaCl an glukozis xsnaris neli intravenuri Seyvana 

didi moculobiT tetanusis da epilefsiuri Setevis mkurnalobis dros. 

ar aris rekomendirebuli 40 mg-ze meti diazepamis (8 ml xsnari) ganzaveba 

500 ml sainfuzio xsnarSi. xsnari unda momzaddes uSualod Seyvanis win 

da moxmarebuli iqnas 6 saaTis ganmavlobaSi. 

preparatis Seyvana intravenuri ineqciis (bolusi) gziT iZleva dozirebis 

ufro zusti da swrafi adaptaciis saSualebas, vidre neli intravenuri 

infuzia. amitom es meTodi ufro sasurvelia mwvave mdgomareobebis 

mkurnalobaSi.  

preparati ar unda iqnas Sereuli sxva preparatebTan sainfuzio xsnarSi 

an erT SpricSi. SeuZlebelia xsnaris stabilurobis uzrunvelyofa am 

rekomendaciis Seusruleblobis SemTxvevaSi.  
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diazepamis xsnaris 50%-ze meti SeiZleba daeqvemdebaros absorbcias 

plastmasis konteinerebis kedlebze sainfuzio xsnariT, amitom aseTi 

konteinerebi ar unda iqnas gamoyenebuli diazepamis xsnarebis 

misawodeblad. absorbciam intravenuri infuziisaTvis nakrebis plastmasis 

milebze aseve SeiZleba gamoiwvios dasawyisSi Sesayvani diazepamis 

koncentraciis mniSvnelovani Semcireba, romelic SemdgomSi TandaTan 

izrdeba ramdenime saaTis ganmavlobaSi. infuziis siCqare unda dadgindes 

pacientis aqtualuri mdgomareobis mixedviT.  

   

ampulis gaxsnis instruqcia 

ampulis gaxsnamde, darwmundiT, rom mTeli xsnari aris mis qveda nawilSi. 

SeiZleba ampulis msubuqad SenjRreva am masze TiTiT dakakuneba, raTa 

xsnari Camovides qvemoT. 

TiToeul ampulaze watexis adgilas datanebulia niSnulis saxiT feradi 

wertili ((ix. naxati 1). 

- ampulis gasaxsnelad daiWireT is orive xeliT vertikalur 

mdgomareobaSi, feradi wertiliT Tqvensken - ixile naxati 2. ampulis 

zeda nawili unda geWiroT ise, rom cera TiTi imyofebodes feradi 

wertili zemoT.  

- daaWireT isris Sesabamisas, rogorc es naCvenebia naxatze 3. 

ampulebi gankuTvnilia erTjeradi gamoyenebisaTvis, ampula unda gaxsnaT 

uSualod gamoyenebis win. gamouyenebeli preparatis danarCeni SigTavsi 

unda ganadgurdes adgilobrivi wesebis Sesabamisad.  

 

naxati 1 

 
 

naxati 2 
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