gamoyenebis instruqcia

(informacia specialistisTvis)
nitopi
NITOP

N

preparatis savaWro saxelwodeba: nitopi.
saerTaSoriso arapatentirebuli saxelwodeba: nimodipini.
qimiuri racionaluri saxelwodeba: 2-metoqsieTil-1-meTileTil-(4RS)-2,6-dimeTil-4-(3-nitrofenil)-1,4-dihidropiridin-3,5-dikarboqsilati.
wamlis forma: 
apkiani garsiT dafaruli tabletebi, romelic Seicavs 30 mg nimodipins.

samkurnalo formis aRweriloba
apkiani garsiT dafaruli TeTri an TiTqmis TeTri feris tabletebi.

Semadgenloba:
1 tableti Seicavs:

aqtiuri nivTiereba: 30mg nimodipini.
Semavseblebi: mikrokristaluri celuloza – 142,5mg, polividoni – 75,0mg, krospovidoni – 44,4mg, simindis saxamebeli – 37,5mg, magniumis stearati – 0,6mg, hipromeloza – 5,4mg, makrogoli 4000 - 1,8mg, titanis dioqsidi Е171 – 1,8mg.

farmakoTerapiuli jgufi

kalciumis arxebis seleqciuri blokatorebi, dihidropiridinis warmoebulebi.
aTq kodi - С08СА06.
farmakologiuri Tvisebebi
farmakodinamika
kalciumis arxebis II klasis seleqciuri blokatori, dihidropiridinis warmoebuli.
amorCeviTad urTierTqmedebs L tipis kalciumis arxebTan da axdens kalciumis ionebis transmembranuli SeRwevis blokirebas. upiratesad avlens Tavis tvinis sisxlZarRvebis gamafarToebel moqmedebas. ewinaaRmdegeba an aRmofxvris sisxlZarRvTa spazms, romelic gamowveulia sisxlZarRvTa Semaviwroebeli sxvadasxva biologiurad aqtiuri nivTierebebiT. iwvevs perfuziis ufro metad gamoxatul zrdas Tavis tvinis ubnebSi arasakmarisi sisxlmomaragebiT (normaluri sisxlmomaragebis ubnebTan SedarebiT). aumjobesebs cerebralur sisxlis mimoqcevas subaraqnoiduli sisxlCaqcevisas. axdens tvinis neironebis funqciuri mdgomareobis stabilizebas. aumjobesebs mexsierebas da yuradRebis koncentraciis unars. ar axdens mniSvnelovan gavlenas sistemur aw-ze.
farmakokinetika

SigniT miRebisas swrafad Seiwoveba knt-dan, maqsimaluri koncentracia SratSi miiRweva 1 saaTis ganmavlobaSi. intensiurad metabolizdeba RviZlSi “pirveli gasvlisas”. bioSeRwevadoba dabalia. SekavSireba Sratis cilebTan Seadgens 95%. naxevargamoyofis periodi adreuli – 1-2 saaTi, saboloo – 8-9 saaTi. gamoiyofa TirkmelebiT (1% naklebi Seucvleli saxiT) da nawlavebiT.
gamoyenebis Cvenebi

-iSemiuri nevrologiuri darRvevebis profilaqtika anevrizmuli subaraqnoiduli sisxlCaqcevis Semdeg.
-Tavis tvinis sisxlis mimoqcevis mwvave darRveva.

-Tavis tvinis sisxlis mimoqcevis qronikuli darRveva: mexsierebis gauareseba, yuradRebis koncentraciis darRveva.

-fsiqo-emociuri labiluroba xandazmul pacientebSi gamoxatuli cerebraluri darRveviT. 
-Sakikis Setevebis profilaqtika.

-mdgomareoba gadatanili insultis Semdeg.
-kognituri darRvevebi, maT Soris, krunCxviTi sindromis dros.
ukuCveneba
hipermgrZnobeloba preparatis nebismieri komponentis mimarT, RviZlis funqciis mZime darRvevebi (magaliTad, RviZlis cirozi), rifampicinTan an epilefsiis sawinaaRmdego preparatebTan (fenobarbitali, fenitoini, karbamazepini) erTdrouli daniSvna, orsuloba, laqtaciis periodi, 18 wlamde asaki.
sifrTxiliT

-arteriuli hipotenziis dros (sistoluri arteriuli wneva 100 mm.vwy.sv. naklebi);

-xandazmul pacientebSi Tirkmlis funqciis mZime darRvevebis Tanmxlebi paTologiiT (glomeruluri filtracia 20 ml/wT naklebi). xandazmuli pacientebi gulis mZime ukmarisobiT, romlebic iReben preparats tvinis funqciis darRvevis samkurnalod da esaWiroebaT regularuli gamokvleva.
specialuri gafrTxileba da sifrTxilis zomebi

gansakuTrebuli miTiTebebi: nimodipinis daniSvna xandazmul pacientebSi mravali Tanmxlebi daavadebiT, Tirkmlis mZime ukmarisobiT (gorglovani filtraciis siCqare 20 ml/wT naklebi) da gul-sisxlZarRvTa mZime daavadebebiT, gansakuTrebiT gulmodgined unda iyos dasabuTebuli. Terapiis periodSi da misi damTavrebis Semdeg, aseT pacientebs esaWiroebaT eqimis regularuli dakvirveba.
pacientebSi RviZlis funqciis darRveviT, pirveladi metabolizmis intensivobis daqveiTebis da metaboluri inaqtivaciis Senelebis gamo, nimodipinis bioSeRwevadoba SesaZloa gaizardos. amis Sedegia ZiriTadi da gverdiTi moqmedeba. ZiriTadad, SesaZlebelia gaZlierdes misi hipotenziuri efeqti. aseT SemTxvevebSi saWiroa preparatis dozis Semcireba arteriuli wnevis daqveiTebis xarisxis Sesabamisad, xolo aucileblobisas nimodipinis miReba unda Sewydes.
zemoqmedeba avtosatransporto saSualebebis tarebis da meqanizmebis marTvis unarze
nimodipinis gamoyenebam SesaZloa daarRvios avtosatransporto saSualebebis da meqanizmebis marTvis unari arteriuli wnevis SesaZlo daqveiTebis da Tavbrusxvevis ganviTarebis gamo.
orsuloba

orsul qalebSi adeqvaturi kontrolirebadi kvlevebi ar arsebobs. reproduqciuli toqsikurobis kvlevas cxovelebSi SigniT gamoyenebisas ar gamouvlenia teratogenuli efeqti, Tumca kvlevis periodSi gamovlenili iyo  reproduqciuli toqsikuroba.   

laqtaciis periodi

naCvenebia, rom nimodipini da misi metabolitebi gamoiyofa adamianis rZeSi. mocemuli samkurnalo saSualebis gamoyenebisas meZuZur dedebs ar urCeven bavSvis bunebriv kvebas.
In vitro fertiloba

In vitro warmodgenili iyo kalciumis antagonistebis unari gamoiwvion Seqcevadi bioqimiuri cvlilebebi spermatozoidis TavSi, rac SesaZlebelia dasruldes spermis funqciis daqveiTebiT.
bavSvebi: pediatriuli dozireba ar iyo dadgenili. 
miRebis wesi da dozebi

anevrizmuli subaraqnoiduli sisxldena da Ttsmmd:
mozrdilebi: rekomendebuli doza – ori tableti yovel 4 saaTSi (sruli sadReRamiso doza 360 mg), tableti unda gadaiylapos mTlianad, mcire raodenobis siTxis dayolebiT. tabletebis miReba iwyeba subaraqnoiduli sisxldenis dawyebidan oTxi dRis Semdeg da unda gagrZeldes 21 dRis ganmavlobaSi. qirurgiuli Carevis SemTxvevaSi nitopis tabletebis daniSvna unda gagrZeldes (dozireba rogorc zemoT), raTa dasrulds 21 dRiani mkurnalobis periodi. 
pacientebSi gverdiTi reaqciebis ganviTarebiT, doza unda Semcirdes aucileblobis Sesabamisad an mkurnaloba unda Sewydes.

RviZlis funqciis mZime darRvevebma, gansakuTrebiT RviZlis cirozma, SesaZloa gamoiwvios nimodipinis bioSeRwevadobis gazrda pirveli gasvlis efeqtis daqveiTebis da metaboluri klirensis daqveiTebis gamo. aseT pacientebSi SeiZleba gamovlindes efeqtebi da gverdiTi efeqtebi, magaliTad,   sisxlis wnevis dacema. aseT SemTxvevebSi doza unda Semcirdes (sisxlis wnevis gaTvaliswinebiT), an aucileblobisas, unda moxdes mkurnalobis Sewyvetis sakiTxis ganxilva.
 CYP 3A4 inhibitorebTan an CYP 3A4 induqtorebTan erTdrouli gamoyenebisas, saWiroa dozis adaptacia.
daniSnuleba: zogadad, tabletebi unda gadaiylapos mTlianad, mcire raodenobis siTxis dayolebiT, sakvebTan erTad an mis gareSe. intervali dozebs Soris ar unda iyos 4 saaTze naklebi. 
Tavidan unda iqnes acilebuli greifrutis wvenis gamoyeneba.

Tavis tvinis sisxlis mimocevis qronikuli darRveva: 1 tableti 3 jer dRe-RameSi 1-3 Tve.

Sakikis Setevebis profilaqtika: 1 tableti 3 jer dRe-RameSi.

gadatanili insultis Semdgomi mdgomareoba: 1 tableti 3 jer dRe-RameSi.

kognituri darRvevebi: 1 tableti 2-3 jer dRe-RameSi 1 Tvis ganmavlobaSi.

xandazmuli pacientebi: pacientebis mocemuli kategoriisTvis dozirebis Secvlis aranairi specialuri moTxovna ar aris.

bavSvebi: pediatriuli dozireba ar aris dadgenili.

urTierTqmedeba sxva samedicino preparatebTan da urTierTqmedebis sxva formebi

nitopi metabolizdeba citoqrom Р450 3А4 sistemis fermentis monawileobiT, amitom preparatebma, romlebic ainducireben an ainhibireben RviZlis fermentebis aqtivobas, SesaZloa imoqmedon nimodipinis koncentraciaze SratSi. kalciumis neli arxebis sxva blokatorebis gamoyenebis gamocdilebidan gamomdinare, mosalodnelia, rom rifampicins, romelic aris “RviZlis” fermentebis aqtivobis reduqtori, SeuZlia nimodipinis metabolizmis daCqareba. rifampicinis da nimodipinis erTdrouli gamoyenebisas, SesaZloa daqveiTdes ukanasknelis efeqturoba. epilefsiis sawinaaRmdego preparatebi, romlebic ainducireben citoqrom Р450 3А4 fermentul sistemas (fenobarbitali, fenitoini da karbamazepini), mniSvnelovnad aqveiTeben nimodipinis bioSeRwevadobas, amitom maTi erTdrouli gamoyeneba ukunaCvenebia. Р450 3А4 sistemis fermentebis aqtivobis mainducirebelma preparatebma SeiZleba gazardon nimodipinis koncentracia SratSi:
· makrolidebi (magaliTad, eriTromicini). struqturulad monaTesave aziTromicini ar flobs msgavs Tvisebebs;
· aiv-proteazas inhibitorebi (magaliTad, ritonaviri);
· azolis jgufis antimikozuri saSualebebi (magaliTad, ketokonazoli);
· antidepresantebi nefazodoni da fluoqsetini (erTdrouli gamoyenebisas nimodipinis koncentraciis mateba SratSi aRwevs 50%);
· kvinopristini/dalfopristini;
· cimetidini;
· valprois mJava.
aseTi preparatebis erTdrouli daniSvnisas gasaTvaliswinebelia nimodipinis dozis reduqcia da arteriuli wnevis monitoringi. nimodipinis xangrZlivi gamoyeneba antidepresant nortriptilinTan erTad iwvevs sisxlis SratSi nimodipinis koncentraciis umniSvnelo daqveiTebas; nortriptilinis koncentracia rCeba ucvleli.

nimodipinma SesaZloa daaqveiTos arteriuli wneva Semdeg preparatebTan erTdrouli daniSvnisas:

· diuretikebi;
· beta-adrenoblokatorebi;
· agf inhibitorebi;
· АТ-1 receptorebis blokatorebi;
· kalciumis sxva antagonistebi;
· alfa-adrenoblokatorebi;
· meTildopa;
· fosfodiesTerazas inhibitorebi.
nimodipinis am jgufis preparatebTan erTdrouli gamoyenebisas saWiroa arteriuli wnevis gulmodgine kontroli.

pacientebSi, romlebic imyofebian galoperidoliT xangrZliv Terapiaze, nimodipinis galoperidolTan samkurnalwamlo urTierTqmedeba ar gamovlenila.
venaSi zidovudinis da nimodipinis erTdrouli daniSvna iwvevs zidovudinis AUC mniSvnelovan matebas da nimodipinis gamoyenebis efeqturobis daqveiTebas.

greifrutis wveni Trgunavs dihidropiridinebis Jangvis metabolizms. saWiroa Tavidan iqnes acilebuli nimodipinis da greifrutis wvenis erTdrouli gamoyeneba, radgan aman SesaZloa gamoiwvios sisxlis SratSi nimodipinis koncentraciis mateba.

gverdiTi efeqtebi

-gul-sisxlZarRvTa sistemis mxriv: SesaZlebelia arteriuli hipotenzia, taqikardia, periferiuli SeSupebebi, saxis hiperemia, simxurvalis an siTbos SegrZneba.
-saWmlis momnelebeli sistemis mxriv: gulisreva, dispefsiuri simptomebi, sisxlis SratSi transaminazebis koncentraciis tranzitoruli mateba.

-cns-s mxriv: Tavbrusxveva, Tavis tkivili, sisuste; calkeul SemTxvevebSi - Zilis darRveva, momatebuli fsiqomotoruli aqtivoba, agresiuloba, hiperkinezi, depresia. 

-sisxlmbadi sistemis mxriv: Trombocitopenia.

-nivTierebaTa cvlis mxriv: gaZlierebuli oflianoba.

Warbi doza
simptomebi: arteriuli wnevis gamoxatuli daqveiTeba, taqikardia an bradikardia, Rebineba, tkivili epigastralur midamoSi, centraluri nervuli sistemis moqmedebis darRvevis simptomebi. dozis gadaWarbebis SemTxvevaSi preparatis miReba dauyovnebliv unda Sewydes.

mkurnaloba – simptomaturi. Tu aRiniSneba arteriuli wnevis mniSvnelovani daqveiTeba, saWiroa venaSi dofaminis an norepinefrinis Seyvana. nimodipinis specifiuri antidoti ucnobia.

gamoSvebis forma

apkiani garsiT dafaruli 30 mg tabletebi. SefuTvaSi 30 tableti.

vargisianobis vada

3 weli.
Senaxvis pirobebi

inaxeba araumetes 25˚С temperaturis pirobebSi, Suqisgan dacul adgilas.

inaxeba bavSvebisTvis miuwvdomel adgilas.

afTiaqidan gacemis wesi
გაიცემა ფორმა №3 რეცეპტით.

mwarmoebeli

marketinguli avtorizaciis mflobeli aris grand medikal grup ag, Sveicaria
damzadebulia anfarm ellas a. o., saberZneTi.
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