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	Mmokle saTauri
	sammagi antiagregantebi iSemiuri insultis Semdgom damokidebuli mdgomareobis    Sesamcireblad.
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pirveladi gamosavali aris insultis simZime 90-e dRes. Mmeoradi gamosavali moicavs usafrTxoebas, seriozul gverdiT movlenebs, sisxlZarRvovan SemTxvevebs, sikvdilianobas da sisxlis firfitebis funqcias. 
  

	mTavari mkvlevari
	Pprofesori filip bazi

	pirveladi amocana
	Kkvleva Seafasebs  insultis  simZimes: insultis/
tranzitoruli iSemiis 5 safexuriani SkaliT, romelic afasebs insultis simwvaves modificirebuli rankinis Skalis gamoyenebiT (mRS): fataluri insulti/mwvave, arafataluri insulti (mRS 2-5)/msubuqi insulti, (mRS 0.1)/TIA/ara insulti an –tiS, Sefasebuli 90 dRes. 

	Kkvlevis dizaini
	saerTaSoriso, kolaboraciuli, multicentruli, paralelur jgufuri, prospeqtuli, randomuli, Ria moniSivniTi, brma gamosavliT, kontrolirebadi, me-3 fazis kvleva.


	mowyoba
	Ddasawyis fazaSi xdeba pacientebis CarTva UK insultis kvlevis qselis centrebidan. Semdgomi gavrceleba UK-Si da ucxoeTSi moxdeba ZiriTad fazaSi.

	sinjis sididis
Sefaseba
	dasawyis fazaSi xdeba usafrTxoebis Sefaseba da sinjis sididis

gamoTvla kvlevis ZiriTadi fazisTvis, roca Sefasdeba intensiuri mkurnalobis, versus gaidlainebiT mkurnalobis efeqturoba. 

gaTvaliswinebulia 5 donis ganmeorebiTi insultis/tiS  gamosavali (insulti mRS 6=0.1% mRS 2-5=0.7% mRS 0-1=1.53 %)/tiSA=3.57%), SecdomaTa Sefardeba 0.68, alfa 5%, simZlavre 90%, danakargi  Semdgomi dakvirvebisas  2%, mkurnalobis gadakveTebi 5% da mTliani sinjis sidide kvlevisTvis Seadgens 4100-s.


	monawileTa raodenoba
	Ddasawyisi: 1000; 
 ZiriTadi faza: 3100

	Sesatyvisobis kriteriumebi
	Mmozrdilebi ganmeorebiTi iSemiuri insultis maRali riskiT:

1. mwvave, maRali riskis tiS  ≤48 saaTze dawyebidan. Yyvela tiS-s unda hqondes kiduris sisuste /an disfazia, romelic grZeldeba sul cota 10 wuTi.

2. iSemiuri, ara kardioemboliuri insulti kiduris sisutiT,

 disfaziiT da hemianopiiT dawyebidan ≤48 saaTze neiroimijingiT, raTa gamoiricxos alternatiuli mizezebi.
3. Sinaarsiani Tanxmoba, an Tanxmoba naTesavisgan, mzrunvelisgan

an kanonieri warmomadgenlisgan Tu pacients ar SeuZlia Tanxmobis mocema (e.w. disfaziis, konfuziis, an daqveiTebuli cnobierebis donis SemTxvevaSi).

	Carevebis aRwera

	intensiuri, versus gaidlainiT sisxlis firfitebis sawinaaRmdego Terapia miecema 28dan  30 dRemde standartul ,,saukeTeso standartis” mkurnalobasTan erTad (moicavs rCevebs cxovrebis stilze, sisxlis wnevaze da lipidebis daqveiTebaze). randomizebuli pacientebi miiReben klopidogrels (datvirTvis doza 300mg, mere 75mg dRiurad), aspirini (datvirTvis doza 300mg, mere 75mg dRiurad) da  dipiridamols (modificirebuli gamoTavisufleba 200mg orjeradad dReSi), an sisxlis firfitebis sawinaaRmdego Terapias gaidlainebiT (aspirini da dipiridamoli an klopidogreli, dozebi rogorc zemoTaa mocemuli. 

	Kkvlevis xangrZlivoba
	8 weli

	randomizacia da dabrmaveba
	pacientebi randomizdebian kvlevis veb-saitze stratifikaciiT da minimizaciiT. Ggamosavlis Sefasebebi dabrmavebulia.


	gamosavlis sazomi
	pirveladi:

Skalaze insultis simZime 90 dRisaTvis.
meoradi:
ormagi da ricxobrivi gamosavali insultisTvis, tranzitoruli iSemiisTvis, miokardiumis infarqtisTvis, mwvave koronaruli sindromisTvis. kombinirebuli gamosavali, sikvdili. Aaseve usafrTxoeba (sisxldenis Cveulebrivi SemTxvevebi), tolerantoba da ganxorcielebadoba. damatebiTi zomebi moicaven laboratoriul maCveneblebs (FBC da P-seleqtini), klinikuri efeqturoba (NIHSS), funqciuri (mRS, BI), kognicia (TICS), cxovrebis xarisxi (EuroQol, EQ-5D), xasiaTi (Zung), dispozicia, dReebi saxlSi da ekonomikuri aqtivoba.


	statistikuri meTodebi
	Cveulebrivi logistikuri regresia kategoriul gamosavlebze, ormagi logistikuri regresia ormag gamosavlebze, kovariaciebis analizi (ANCOVA) gangrZobad monacemebze da Kaplan-Meier da Cox 
Pproporciuli SesaZleblobebis regresiis droisa da SemTxvevis

Mmonacemebi. Aanalizi morgebuli iqneba randomizacia/minimizaciis faqtorebze. Qqvejgufebis analizi Sesruldeba mxolod kvlevis ZiriTad fazaSi. 
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Kkvlevis ZiriTadi informacia da dasabuTeba
insulti gamanadgurebelia pacientebisTvis, mzrunvelebisa da sazogadoebisTvis misi maRali sikvdilianobis (1 yovel 3 pacientze 1 wlis manZilze) da aseve avadoba damokidebuli mdgomareobis (1 yovel 3 pacientze xSirad saWiroebs xangrZliv mkurnalobas) gamo da xarjebis (6% NHS xarjebidan) gamo.                   orive, insultis insidensi da prevalensi izrdeba UK populaciis daberebasTan erTad. insultis an tranzitoruli iSemiis Semdgomi ganmeorebis riski maRalia, gansakuTrebiT SemTxvevidan dauyovnebliv (-10% sawyis kvireebSi), ris merec is ecema (-40% 5 wlis manZilze).  mniSvnelovania, rom ganmeorebiTi insultebi Cveulebriv ufro mwvavea, vidre wina SemTxvevebi. MmTavrobam aqcenti gaakeTa insultze, rogorc klinikurad ,,saniSne” mdgomareobaze da xazi gausva misi kvlevis mniSvnelobas gaerTianebuli samefos insultis kvlevis qselis dafinansebiT (PB aris prevenciis direqtori, TR da HM arian lokaluri kvlevis qselis direqtorebi trentis da Sesatyvisad, samxreT –aRmosavleTisTvis).  tiS (mini_insulti) aris uecari, fokaluri nevrologiuri deficiti, romelic grZeldeba 24 saaTze nakleb dros (tipiurad 10 wuTidan 1 saaTamde).  CaTvlilia, rom is sisxlZarRvovani warmoSobisaaDda SemoisazRvreba Dtvinis da mxedvelobis arealiT, romelic maragdeba specifikuri arteriiT. (qsovilze dafuZnebuli gansazRvreba ar gamoiyeneba, radgan MR skanireba ar aris univrsalurad xelmisawvdomi msoflios garSemo monawile saitebze). tiS mniSvnelovania, radgan is gadamwyveti risk_faqtoria Semdgomi insultisTvis. Ppacientebi, romelnic warmoadgenen specifikur tiS niSnebs, arian Semdgomi insultis ganviTarebisAgansakuTrebiT maRali riskis qveS, rogorc Sefasebulia ABCD2 qulebiT: 2 asaki>60 welze (1 qula); sisxlis wneva >  140/90 mmHg (1); unilateraluri sisustis klinikuri simptomebi (2), (2) an metyvelebis moSla sisustis gareSe(1); xangrZlivoba >60 wuTi, (2)an >10 wuTi (1); da diabeti(1).2   qulebi meryeobs 0-dan 7-mde da insultis riski momdevno 90 dReSi mniSvnelovnad izrdeba. Qqula 0-riski <1%, 1-2%, 2-4%, 3-4.5%, 4-8%, 5-12%, 6-17%, da 7-22%.2 sxva jgufebma axlaxans daadastures qula. mniSvnelovan Setyobinebas warmoadgens informacia treningis monacemTa bazidan, romelic gamoyenebulia abcd qulebis misaRebad da danamdvilebiT mopovebulia 1998ww da 2005ww-mde.Aamgvarad, insultis ganviTrebis absoluturi riskis done savaraudod ufro dabalia, radgan gafarToebuli meoradi profilaqtika antiTrombuli saSualebebiT, sisxlis wnevis regulireba da lipidebis daqveiTeba standartul Tanamedrove praqtikas warmoadgens. Ginsultis ganmeorebis riski SesaZloa Semcirdes, magram ar gauqmdes cxovrebis stilis SecvliT, karotiduli endartereqtomiiT (didi arteriebis insulti) da wamlismieri CarevebiT: antihipertenziuli saSualebebiT TerapiiT da statinebiT. maSin, roca oraluri antikoagulantebiT mkurnaloba dadgenilia kardioemboliuri insultebisTvis,3 sxva iSemiuri pacientebi (maTi umetesoba) saWiroeben antiagregantebis gamoyenebas.4-5 aRniSnuli Carevebi efeqturi Rirebulebisaa. Aarqetipuri antiagregantebi, mag.aspirini (ciklooqsigenazas inhibitori), amcireben ganmeorebis risks (SedarebiTi riskis Semcireba, RRR) 17%-iT pacientebSi gadatanili insultiT an tranzitoruli iSemiiT.6
klopidogreli (adenozin difosfatis [ADP] receptoris antagonisti) cotaTi ufro efeqturi aRmoCnda, vidre aspirini CAPRIE kvlevaSi.7 mniSvnelovania, rom absoluturi gansxvaveba efeqturobaSi A da C-s Soris yvelaze maRali iyo pacientebSi gadatanili insultiT an miokardiumis infarqtiT.8   dipiridamoli (inhibicias uwevs adenozinis  wiTeli ujredebiT datacebas) amcirebs ganmeorebis risks 16%-iT placebosTan SedarebiT ESPS II-kvlevaSi.9 Tanamedrove mtkicebulebani migvaniSneben, rom  insultis prevencia damokidebulia antiagregantebis raodenobaze, mag.aspirini da dipiridamoli amcireben iSemiis SemTxvevebs 23%-iT calke aRebul aspirinTan SedarebiT (an dipiridamolTan SedarebiT) sisxldenis riskis gazrdis gareSe, rogorc es naCvenebi iqna kvlevebSi ESPSII da ESPRIT.9-10  rac Seexeba calke klopidogrels, gansxvaveba efeqturobaSi aspirinsa da dipiridamols, calke aRebul aspirinTan SedarebiT Zalian didi iyo pacientebSi, romelnic atarebdnen yvelaze maRal sawyis risks.11 msgavsad amisa, aspirini da dipiridamoli ufro ukeTesi aRmoCnda vidre marto aspirini kardialur pacientebSi (CURE, CREDO),12-13 magram ara CHARISMA, 14kvlevaSi, albaT imis gamo, rom TvalsaCino sargebeli pacientebSi, romelTac gadaitanes insulti an miokardiumis infarqti (ganmeorebis maRali riski) gadafara efeqturobis naklebobam pacientebSi, romelTac ar gadautaniaT mwvave sisxlZrRvovani epizodi (dabali riski). Sisxldenis riski aspirinis da dipiridamolis kombinirebisas versus aspirini, `30-40% maRali iyo am sam kvlevaSi. MATCH kvlevisas (aspirini da klopidogreli versus klopidogreli), dadginda, rom aspirinis da klopidogrelis kombinireba zrdida sisxldenis risks.15-16 am informaciis safuZvelze da imis gaTvaliswinebiT, rom xarisxiani klopidogrelis da dipiridamolis-ER fasebia (37$ da 10$ Sesatyvisad yovelTviurad), NICE-m gasca rekomendacia 2005-Si, rom pacientebma unda miiRon aspirinis da dipiridamolis (AD) kombinacia iSemiuri insultis an tranzitoruli iSemiis (TIA)(TA90) dros. mogvianebiT, 2010-Si, NICE-m ganaaxla rekomendacia aspirinis da dipiridamolis kombinaciaze tiS-isTvis da klopidogrelze iSemiuri insultisTvis, (TA 210) gaiTvaliswina ra klopidogrelis fasis masiuri vardna ($3.40 jeneriki, britaneTis nacionaluri formuliariT [BNF] 61), magram mcire iyo mniSvnelovani randomuli monacemebi da ar iyo licenzia klopidogrelze pacientebSi tiS-iT. Yadre arsebuli da amJamindeli gaidlainebi rekomandacias ar uweven aspirinis da klopidogrelis kombinacias sisxldenis gazrdiliNriskis gamo.17-18 aspirinis da dipiridamolis kombinaciis, an marto klopidogrelis upiratesoba calke aspirinze aseve rekomendirebulia evropis insultis organizaciis 2008w. gaidlainebiT(bazi iyo prevenciis seqciis xelmZRvanelis moadgile).19 amis sapirispirod, amerikis insultis asociaciis meoradi prevenciis 2011w. gaidlainebiT kvlav gacemuli iqna rekomendacia calke aspirinis gamosayeneblad (50-325 mg dRiurad), aspirinis da dipiridamolis kombinaciisTvis, da damoukideblad klopidogrelisTvis (75 mg dRiurad)20, da amgvarad ignorirebas uwevdnen uaxles kvlevebs. zemoTmoyvanili monacemebi insultisTvis asaxavs xangrZliv profilaqtikas, Zalian gansxvavebul situacias im situaciisgan, rac xdeba dauyovnebliv insultis Semdgom, rodesac ganmeorebis riski gacilebiT maRalia. Cveulebrivi mwvave antiagregaciuli Terapia dafuZnebulia mxolod aspirinze iSemiuri insultis dros, rac asaxavs IST-1 da CAST  megakvlevebis Sedegebs.22-23 Tumca efeqturobis xarisxi mcirea (absoluturi riskis Semcireba -1.1%); uaxloes periodamde tiS-is mwvave mkurnaloba gamokvleuli ar yofila. radgan ganmeorebis riski  swrafad ecema insultis an tiS-is Semdgom, intensiuri, specifikuri  antiagregaciuli Terapia savaraudod saWiroa xanmokle  periodiT, radgan SesaZleblobis gamomJRavnebis dro (ZiriTadad sisxldena) SezRudulia. maSin, rodesac klopidogrelis kombinirebuli Terapiis efeqturoba/usafrTxoeba ar dadasturda insultis grZelvadiani profilaqtikisTvis, adreuli da moklevadiani kombinirebuli Terapia SesaZloa efeqturi aRmoCndes, tiS-is/mcire insultis dros mainc, rogorc amas migviTiTeben  Semdgomi kvlevebi (FASTER, EARLY, PRoFESS,  early 24-26) da mimoxilviTi kvlevebi (EXPRESS, SOS 
 ADDIN EN.CITE 

27-28
). FASTER-ma (n=392), 90 dRis manZilze aspirinma da klopidogrelma versus aspirinma aCvena insultis absoluturi riskis 3,7% Semcirebis tendencia (NS),  da simptomaturi intracerebruli hemoragiis (sICH) absolutur riskis zrda 1%-iT (NS), rasac mivyavarT 2.7%24 absolutur sargebelTan. Mmsgavsad amisa, EARLY kvlevam (n=543, mwvave iSemiuri insulti/TIA) aCvena vaskularuli movlenebis Semcirebis tendencia 90-e dRisaTvis aspirinisa da dipiridamolis kombinaciisas (versus aspirini, NS), magram efeqturoba ar dadginda funqciur gamosavalTan mimarTebaSi,25 aseve aspirinis da dipiridamolis kombinaciaze dakvirvebisas (versus klopidogreli) PRoFESS adreul qvejgufSi (n=1,360, msubuqi mwvave iSemiuri insulti).26 yvela Catarebuli kvlevis meta-analiziT, sadac adarebdnen ormag da mono antiagregaciul Terapias mwvave insultian an tiS pacientebSi (CARESS, CHARISMA, CLAIR, FASTER, EARLY, ESPRIT, ESPS-2, MATCH, PRoFESS Early 9-10,14-15,24-26,29-30), mwvave ormagi Terapia versus monoTerapia insultis ganviTarebidan 3 dRis manZilze mniSvnelovnad amcirebda Semdgom sisxlZarRvovan movlenebs,24 insults (iSemiurs an hemoragiuls, grafiki 1) da kombinirebul vaskularul SemTxvevebs (tendencias)9 (Geeganage & Bath; wardgenilia STROKE-Si). mniSvnelovani gansxvavebebi ver moinaxa MI, sICH kvlevebSi didi sisxldenis an sikvdilianobis mxriv (Tumca iyo erTeuli SemTxvevebi, cxrili 1). Hheterogenoba ar gamovlinda arcerT analizSi, rac migvaniSnebda, rom gadamwyveti mniSvneloba ar hqonda ormagi an monoTerapiis Sedgenas. Aam kvlevebidan arcerTi ar iyo sakmarisad didi (TiToeuli <1,400) raTa eCvenebina mniSvnelovani individualuri sxvaobebi insultis, an vaskuluri SemTxvevebis dros. mniSvnelovania, rom efeqtis sidide mwvave SemTxvevidan drosTan erTad mcirdeboda, ise rom kvlevebSi, sadac xdeboda adreuli  CarTva aRiniSneboda qulobrivi Sefasebis ufro didi kleba (arasarwmuno sinjis mcire sididis gamo) vidre iq, sadac pacientebi mogvianebiT iyvnen CarTulni: SecdomaTa xarisxis rigi insultisTvis, adre, OR 0.51-dan 0.71 (EARLY,FASTER, PRoFESS  EARLY).  mogvianebiT, OR 0.83 –dan 2.44(CHARISMA, MATCH).
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cxrili 1   ormagi, versus mono antiagregantebis gamoyenebis 12 kvlevis meta-analizi pacientebSi mwvave iSemiuri insultiTY/tiS-iT. Mmonacemebi amoRebulia traialebidan im  pacientebisTvis, romelnic CarTulni arian iqtusidan 72 saaTSi(Geenage&Bath; wardgenilia Stroke –Si.)
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cxrili 1.  Oormagi, versus mono antiagregantebis gamoyenebis 10 kvlevis meta-analizi pacientebSi insultiT an tiS-iT monoTerapiasTan SedarebiT, ormagi Terapia amcirebda insults: OR 0.67 (0.49-0.93). heterogenoba ar iyo warmodgenili, rac migvaniSnebda rom ormagi da monoTerapiis Semadgenloba naklebad mniSvnelovani iyo,  vidre  antiagregantebis raodenoba (Geeganage and Bath; wardgenilia Stroke-Si).

Tanamedrove prevencia Sorsaa srulyofilebisagan: insulti heterogenuria tipis mixedviT (iSemiuri versus hemoragiuli; lakunuri versus kardioemboliuri, versus msxvili arteriebis), simwvaves da gamosavals mkurneloba amcirebs, ar auqmebs (,mkurnalobis uSedegoba’) da pacientebi SesaZloa (SedarebiT) ugrZnobi iyvnen mkurnalobisadmi (‘rezistentoba mkurnalobisadmi’, rogorc es dadginda aspirinis da klopidogrelis mimarT31). Tu aspirini da dipiridamoli ukeTesia aspirinze xangrZlivi meoradi prevenciisTvis9-10,32 da aspirini da klopidogreli savaraudod ukeTesia aspirinze mwvave mcire insultis/tiS-is dros,24,27  maSin sammagi antiagregaciuli Terapia (aspirini +dipiridamoli+klopidogreli) SesaZloa ufro efeqturia, rodesac ganmeorebis riski maRalia da ar aris Warbi sisxldena.   am mimarTebaSi, rodesac klopidogrels emateba aspirini da dipiridamoli, sisxldenis riski sCans rom igivea, rogorc es aris klopidogrelis da aspirinis kombinaciisas, radgan aspirini da dipiridamoli erTad ar zrdian sisxldenas calke aspirinTan SedarebiT.9-10  Cven CavatareT ,mtkiceba koncefcia’ seriuli laboratoriuli kvlevebi da klinikuri gamokvlevebi, romelnic iZieben aseT midgomas.33-37.   in vitro kvlevebma aCvenes, rom sammagi Terapia yvelaze efeqturi iyo agregaciis inhibiciisTvis, sisxlis firfitebis da leikocitebis dakavSirebisTvis da leikocitebis aqtivaciisTvis.33-35  jvaredini mravalmimarTulebiani faza 1 da II trailaebis dros, romelnic adarebdnen xanmokle gamoyenebis mono, ormag da sammag antiagregantul Terapiebs, aspirinis da klopidogrelis kombinacia dipiridamolTan erTad an mis gareSe, yvelaze Zlieri iyo sisxlis firfitebis inhibiciis TvalsazrisiT eqs vivo rogorc janmrTel pirebSi (n=11), aseve pacientebSi gadatanili insultiT/tiS-iT (n=11).36-37  sammagi Terapiis erTaderT paralelur jgufur kvlevaSi insultis dros, SesaZlebeli iyo sammagi Terapiis Catareba (versus aspirini, II fazis kvleva, n=17) 24 Tvis manZilze.38 aspirini gamoyenebuli iyo rogorc Sesadarebeli, radgan es iyo UK mkurnalobis standarti traialis dawyebis dros. traiali SeCerebul iqna naadrevad ESPRIT 10 kvlevis dros, romelmac daamtkica aspirinis da dipiridamolis ormagi Terapiis upiretesoba aspirinTan SedarebiT, anu araeTikuria gagrZeldes pacientebis mkurnaloba mxolod aspiriniT. savaraudo iyo, rom aRiniSna sisxldenis gazrdis umniSvnelo tendencia sammagi Terapiis Sedegad aspirinTan SedarebiT. Aaseve, gauTvaliswineblad aRmoCnda rom pacientebi iyvnen ganmeorebis dabali riskis winaSe (axalgazrda/CarTuli Tveebis Semdgom movlenis/mravali lakunuri insultis mere), problema, romelic aseve gamoCnda MATCH da CHARISMA  14-15 traialebSi. Mmomavali traialebi sammagi antiagregantebiT  gamiznuli unda iyvnen im pacientebisTvis, romelTac aqvT ganmeorebis maRali riski, ise rom savaraudo sargebeli unda sWarbobdes risks. Cven aseve gamoviyeneT sammagi antiagregantebiT xangrZlivi mkurnaloba klinikur praqtikaSi, pacientebSi insultis gameorebis maRali riskiT, romelic gansazRvruli iyo rogorc gameoreba ormagi Terapiis fonze.39   moxsenebulia xanmokle randomuli kontrolirebadi kvlevebi sammagi antiagregantebis gamoyenebiT pacientebSi mwvave koronaruli sindromiT an stentirebis gadasafarad (25 kvleva, 17 383 pacienti). Cvens mier gamoqveynebul meta-analizSi ormag antiagregaciul TerapiasTan SedarebiT GP IIb/IIIa damyarebuli sammagi Terapia amcirebda miokardiumis infarqts (NI) pacientebSi, romelTac ar hqondaT ST segmentis elevacia (NSTEMI)(OR 0.70, 95% CI 0.56-0.88) da romelTac hqondaT ST segmentis elevacia (STEMI)(OR 0.26, 95% CI 0.17-0.38) da sisxlZarRvovani movlenebi  NSTEMI-Si (OR 0.69, 95% CI 0.17-0.38)  da STEMI-Si (OR 0.39, 95% CI 0.30-0.51).40      sikvdilianoba Semcirda aseve STEMI-s Semdeg. Ddidi sisxldenebi da transfuziebi umniSvnelod gaizarda da aRiniSna mcire raodenobiT, ise rom pacientebis umetesobaSi sargebelma gadawona riskebi. Zalian mcire iyo insultis ganmeorebis SemTxvevebi, raTa yofiliyo SesaZlebeli raime saxis tendenciis Sefaseba, xolo sxva antiagregantebze (cilostazoli, klopidogreli, dipiridamoli) 40 xelmisawvdomi iyo arasakmarisi an nulovani monacemebi.                    
traiali SemoTavazebulia Kinsultis kvlevis qselis (srn) prevenciis klinikuri Sesawavlis jgufis mier (PB,SH,HM,GV) da winaswar daadgina Semdegi: (i) aspirini da dipiridamoli erTad upiratesia aspirinTan SedarebiT insultis mere; (ii)  aspirini da  dipiridamoli an klopidogreli warmoadgens standartul mkurnalobas gaerTianebul samefoSi (NICE).(iii) Aaspirini klopidogrelTan erTad upiratesia aspirinze gulis iSemiuri daavadebis dros (iv), zogi pacienti kvlav ,ar reagirebs’ aspirinze da dipiridamolze; da (v) klopidogrelis damateba aspirinze SesaZloa sasargeblo iyos maRali riskis pacinetebSi, e.i. dauyovnebliv tiS/mcire insultis Semdgom. Cveni eqsperimentuli samedicino kvlevis Sedegebi (laboratoriuli, faza I/II traialebi) da rutinuli klinikuri praqtika mxars uWers aseT midgomas.33-37
ise, rom sammagi Terapia SesaZloa ukeTesi aRmoCndes maRali riskis pacientebSi, romelnic gviCveneben rom sargebeli sWarbobs sisxldenis risks. 41
1.1. Ddetalebi sakvlevi samedicino produqtebis Sesaxeb  (IMP)
aRwera
1.1.1.1 aspirini (Asp)
saerTaSoriso ara-patentirebuli saxeli (INN) :aspirini
qimiuri reziumeebis seriebis (C doza: datymiTi doza 300mg, Semdeg 75mg dRiurad).
gamoyenebis gza: (enteraluri nazogastraluri zondis meSveobiT- xsnadi an dasaReWi tabletebi SesaZloa gamoyenebul iqnas), aseve reqtaluri gza. 
qimiuri da farmakologiuri monacemebi, naxeT samedicino produqtebis  maxasiaTeblebis Sejameba (SmPC) at  http://www.medicines.org.uk/emc/.
1.1.1.2 dipiridamoli (dip)
CAS nomeri: 58-32-2

Ddoza: 200mg modificirebuli gamoTavisufleba (MR), bd. Ddisfagiuri pacientebi enteraluri midgomiT miiReben dipiridamolis suspenzias 75mg tds. Ppacientebi Tavis tkiviliT dipiridamolis gamo, miiReben Semcirebul dozas dRiuri 200mg-dan an 75mg od standartuli gamoTavisuflebidan MR 200mg bd –mde. Ffiqsirebuli dozebis kombinacia A da  D SesaZloa aseve gamoyenebuli iyos, mag. Aasasantini retardi (aspirini 25mg, dipiridamoli 200mg MR.bd).
miRebis gza:  enteraluri (moicavs aseve nazogastralur zonds).
Qqimiuri da farmakologiuri TvisebebisTvis SmPC 

http://www.medicines.org.uk/emc/. 

IMP ganisazRvreba mxolod aqtiuri substanciiT, ise rom yvela uflebamosili brendi UK-Si SesaZloa gamoyenebul iqnas. 

1.1.1.3      klopidogreli (Clop)

INN:    klopidogreli
 CAS ricxvi: 113665-84-2

doza: dartymiTi doza 300mg, Semdeg 75mg od. 
miRebis gza: enteraluri (moicavs aseve nazogastralur mils –daCeCqvili tabletebis gamoyeneba SesaZlebelia) an reqtaluri gza.  
Qqimiuri da farmakologiuri TvisebebisTvis ixileT SmPC
http://www.medicines.org.uk/emc/.

IMP gansazRvrulia mxolod aqtiuri substanciiT, ise rom yvela uflebamosili brendi UK-Si SesaZloa gamoyenebul iqnas. 
SefuTva da markireba
standartuli farmakologiuri produqcia SesaZloa gamoyenebul iqnas, radgan yvela IMP-s marketingi  uflebamosilia da unda gamoyenebul iqnan am uflebamosilebis mixedviT. Hhospitlebma/farmaciebma unda SearCion TavianTi momwodeblebi  MP-sTvis da unda SefuTon lokaluri politikis mixedviT. Yyvela IMP TARDIS-isTvis unda calke SeifuTos da farmaciebs rekrutingis centrSi unda hqondeT dawerili procedura traialSi gamoyenebuli wamlis ganawilebis adgilis Sesaxeb. Mmarkerze arsebuli informacia unda Seicavdes traialis saxels, EudraCT ricxvs, Sinaarsis aRweras, partiis nomers, vargisianobis vadas da moculobas. Uunda arsebobdes sivrce traialis nomris CasaniSnad, aseve monawileTa saxelis da ganawilebis TariRis aRsaniSnad markerze (naxeT apendiqsi  K).   gansakuTrebuli garemoebebis dros (saaTebis gadacdeniT) markirebuli IMP  ar aris xelmisawvdomi, traialis saitebs SeuZliaT gamoiyenon masalebi calke markeris gareSe, Tu SeTanxmebulia lokalurad da mowonebulia farmaciis mier.

Senaxva, ganawileba da dabruneba
IMP unda Senaxul iqnas usafrTxo adgilas oTaxis temperaturaze  (20oC dan 25oC-mde) 
gadaxrebiT, romelnic daSvebulia  15oC dan 30oC-mde. adgilobriv SeTanxmebebze damokidebulebiT, es SesaZloa iyos adgilobrivi farmacia, kvlevis departamenti, an  palata.  kvlevaSi CarTvisa da randomizaciis Semdgom, sakvlevi wamali unda 
gamoiweros wamlis furcelze da IMP ganawildeba mTavari mkvlevaris/kvalificirebuli Semcvlelis mier. wamlis aRricxvianobis logi yvela IMP-saTvis unda SenarCundes farmaciis /an kvleviTi jgufis mier da unda moicavdes Semdeg informacias: hospitlis nomeri, monawileTa inicialebi, traialis nomeri, ganawilebis TariRi, mwarmoeblis brendi, vargisianobis vada, ganawilebulis raodenoba da im personalis inicialebi, romelnic anawileben da amowmeben logebs. Eis unda Seivsos yvela monawilisTvis, romelnic randomizebulni arian kvlevaSi. aRricxvianobis logebi unda iyos xelmisawvdomi inspeqtirebisTvis traialis monitoringis dros da/auditisTvis, aseve Ria unda iyos maregulirebeli xelmZRvanelebis mier inspeqtirebisTvis nebismier dros. sinjis markeri mowodebulia (damateba K). 
cnobili gverdiTi movlenebi   

 aspirini     

 adversiuli movlenebi
i.sisxldena: aspirini axangrZlivebs sisxldenis dros, da sisxldeniT gamowveul darRvevebs, rogoricaa epistaqsisi, hematuria, purpura, eqimozi, hemoftizi, gastrointestinaluri sisxldena, hematoma da cerebraluri hemoragia moxsenebulia. 
ii.Lsisxli da limfuri sistemis darRvevebi –anemia, hemolizuri anemia, hipoproTrombinemia, Trombocitopenia, aplastiuri anemia, pancitopenia, gaxangrZlivebuli sisxldenis dro, sisxlis dakargva, transaminazas momatebuli done, agranulocitozi.

iii.   gastrointestinaluri darRvevebi-gastrointestinaluri sisxldena, erozia, perforacia, dawyluleba,  romelic zogjer SesaZloa didi iyos (SesaZloa ganuviTardeT muqi, Savi ganavali, mwvave kuWis tkivili da sisxliT Rebineba), gastrointestinaluri iritacia (kuWis mcire tkivili, gulZmarva, pirRebineba da Tavbrusxveva). iyo fataluri gamosavalic.
iiii. RviZlismieri darRvevebi – hepatiti (kerZod, pacientebSi SLEdaavadebiT an SemaerTebeli qsovilis daavadebiT).
iiiii. Tirkmlis da saSarde sistemis darRvevebi- Tirkmlis funqciis darRvevebi. 
iiiiii. yuris da labirinTuli darRvevebi  - tinitusi.
iiiiiii. hipermgrZnobiare reaqciebi- riniti, urtikaria, purpura, stiven-jonsis sindromi, angio-edema, asTma, asTmis damZimeba, bronqospazmi.
urTierTqmedeba sxva samedicino produqtebTan:
i. salicilatebma SesaZloa gaaZlieron oraluri hipoglikemiuri agentebis efeqtebi, fenitoini da sodiumis valproati.BM
ii. Aisini amuxruWeben probenecidebis urikozur efeqts da SesaZloa gazardon sulfanilamidebis toqsikuri zemoqmedeba.

iii. aspirinma SesaZloa gazardos heparinis efeqti da gazardos  sisxldenis riski oralur antikoagulantebTan, antiagregantebTan da fibrinolitikebTan erTad. 
iii. sisxldenis da gastrointestinaluri wylulis riski SesaZloa gaizardos, roca aspirini da kortikosteroidebi erTad gamoiyeneba.. 

iii. aspirinis da sxva arasteroiduli antianTebiTi wamlebis (NSAID) konkurentuli gamoyeneba Tavidan unda iqnas  acilebuli.  Oori an meti (NSAID) preparatis gamoyeneba zrdis seriozuli  gastrointestinaluri  sisxldenis risks.
 iiii.  karbon anhidrazas inhibitorebis konkurentulma gamoyenebam, mag. Acetazolamidi da salicilatebi, SesaZloa gamoiwvios mwvave acidozi, da gazardos centraluri nervuli sistemis toqsikuroba. 
iiiii. alkoholma SesaZloa gazardos aspirinis gverdiTi efeqtebi.

iiiii. pacientebs, romelnic iReben nawlavSi xsnad aspirins unda vurCioT ar miiRon erTdroulad antacidebi, rom Tavidan aicilon wamlis naadrevi gaxsna.

iiiiii. Tanagamoyenebisas, serotoninis ukumitacebis seleqtiurma inhibitorebma (SSRI) SesaZloa gazardon gastrointestinaluri sisxldenis riski.
dipiridamoli
Terapiuli dozebis gamoyenebisas adversiuli reaqciebi Cveulebriv mcirea.
i. sisxldena: Zalian iSviaT SemTxvevebSi moxseniebulia gazrdili sisxldena qirurgiis dros an mis Semdeg. 

ii. sisxlis da limfuri sistemis darRvevebi: moxsenebulia Trombocitopeniis erTeuli SemTxvevebi, dipiridamoliT mkurnalobasTan kavSirSi.
iii. Ggastrointestinaluri darRvevebi: pirRebineba, diarea da iseTi simptomebi, rogoricaa gulisrevis SegrZneba, dispefsia. aRniSnuli Cndeba maleve mkurnalobis dawyebidan da SesaZloa gaqres mkurnalobis gagrZelebisas.
iv. kardiovaskuluri:  misi vazodilatatoruli Tvisebebis Sedegad, dipiridamolma SeiZleba gamoiwvios hipotenzia, alebis mowola da taqikardia. Ggulis koronaruli daavadebis simptomebis gauareseba, rogoricaa anginis da aritmiis gaCena.
v. centraluri nervuli sistemis darRvevebi: Tavbrusxveva, Tavis tkivili da mialgia SesaZloa gaCndes mkurnalobis dawyebidan maleve, da SesaZloa gaqres mkurnalobis gagrZelebisas.
vi. aseve moxsenebulia hipermgrZnobelobiTi reaqciebi, rogoricaa gamonayari, urtikaria, mwvave bronqospazmi da angioedema. 
urTierTqmedeba sxva samedicino produqtebTan:
i. dipiridamoli zrdis adenozinis plazmur koncentraciebs da kardiovaskulur efeqtebs.
ii. adenozinis dozirebis regulireba unda iqnas gaTvaliswinebuli, Tu misi gamoyeneba dipiridamolTan erTad gardauvalia.

iii. dipiridamolima SesaZloa gazardos sisxlis wnevis damaqveiTebeli wamlebis hipotenziuri efeqti.

iv.   dipiridamoli  SesaZloa urTierTqmedebaSi Sevides qolinesTerazas inhibitorebis antiqolinesTerazul efeqtTan, da amgvarad potenciurad auaresebs miasTenia graviss.

Kklopidogreli
Aadversiuli reaqciebi

i. sisxldena aris yvelaze zogadad moxsenebuli reaqcia da ZiriTadad xdeba mkurnalobis pirvel Tves. 
ii. sisxldena: zogi SemTxveva moxsenebul iqna fataluri gamosavliT.

iii. sisxldena: zogi SemTxveva moxsenebulia fataluri gamosavliT (gansakuTrebiT intrakraniuli, gastrointestinaluri, retroperitonealuri hemoragia); kanidan sisxldenis seriozuli SemTxvevebi (purpura), muskuloskeletaruli sisxldena (hemarTrozi, hematoma), Tvalidan sisxldena(koniunqtivaluri, okularuli, retinaluri), epistaqsisi, sasunTqi traqtis sisxldena (hemoftizisi, pulmonarul;i hemoragia), moxsenebulia hematuria da operaciuli Wrilobidan sisxldena;                                                          seriozuli hemoragiis SemTxvevebi moxsenebulia pacientebSi, romelnic acetilsalicilis mJavasTan  erTdroulad, an klopidogrels acetilsalicilis mJavasTan da heparinTan erTadroulad iRebda.  
klinikuri kvlevebis gamocdilebasTan erTad, spontanurad moxsenebulia Semdegi

adversiuli reaqcia. TiToeul organoTa klasis SigniT (MEDDRA klasifikacia), isini daxarisxebulia da dasaTaurebulia sixSiris mixedviT.  ,,Zalian iSviaTi”  Seesabameba <1/10.000.  TiToeuli sixSiris jgufSi arasasurveli efeqtebi warmodgenilia seriozulobis klebis mixedviT.
i.  sisxlis da limfuri sistemis darRvevebi: Zalian iSviaTia; Trombuli, Trombocitopeniuri purpura (TTP) (1/200.000 mqone pacientebSi), mwvave Trombocitopenia, aplastiuri anemia/pancitopenia, anemia.
ii. imunuri sistemis darRvevbi: Zalian iSviaTia:konfuzia, halucinaciebi, Sratis siblante.

iii. Ffsiqiatriuli darRvevebi: Zalian iSviaTia: konfuzia, halucinaciebi.

iv. Nnervuli sistemis darRvevebi: Zalian iSviaTia; gemovnebis darRvevebi.

v. vaskularuli darRvevebi: Zalian iSviaTia; vaskulitebi, hipotenzia.
vi. sasunTqi, gulmkerdis da Suasayaris darRvevebi: Zalian iSviaTia; bronqospazmi, intestinaluri pnevmonitebi.

vii. Gastrointestinaluri darRvevebi: Zalian iSviaTia; pankreatiti, koliti (moicavs wylulovan da limfocituri koliti), stomatiti.
viii. Hepato-biliaruli darRvevebi: Zalian iSviaTia; RviZlis mwvave ukmarisoba, hepatitis.

ix. Kkanis, kanqveSa qsovilis darRvevebi: Zalian iSviaTia; angioedema, bulozuri dermatitis (multiformuli eriTema, stiven jonsonis sindromi, toqsikuri epidermaluri nekrolizi), eriTematozuli gamonayari, urtikaria, egzema da brtyeli liqeni.
x. Mmuskuloskeleturi, SemaerTebelqsovilovani da Zvlis darRvvevebi: Zalian iSviaTia; arTralgia, arTriti, mialgia.

xi. Tirkmlis da saSarde sistemis darRvevebi: Zalian iSviaTia; glomerulonefriti.

xii. Ggamokvlevebi: Zalian iSviaTia; RviZlis paTologiuri funqciuri testi, sisxlis kreatininis mateba.
urTierTqmedeba sxva samedicino produqtebTan:

i.Kklopidogreli ar SeiZleba erTdroulad gamoyenebul iqnas varfarinTan erTad sisxldenis gazrdili riskis gamo.  sifrTxilea saWiro kortikosteroidis, NSAID, heparinis da Trombolitikebis daniSvnisas.  P

pacientebi erTvebian klinikur kvlevebSi klopidogreliT, romelsac iReben sxvadasxva Tanmxleb wamlebTan erTad, rogoricaa beta blokerebi, ACEI, kalciumis antagonistebi, qolesterolis damaqveiTeblebi, koronaruli vazodilatatorebi (insulinis CaTvliT), antiepilefsiuri agentebi, hormon Camanacvlebeli Terapia da GPIIb/IIIa antagonistebi klinikurad mniSvnelovani adversiuli reaqciis TvalsaCinoebis gareSe. 
II.    traialis miznebi da amocanebi

mizani 
raTa Catardes randomizebuli kvlevebi, romelnic amowmeben intensiuri antiagregaciuli Terapiis (ASP+Dip+Clop) efeqturobas, usafrTxoebas, amtanianobas, versus antiagregaciuli Terapia gaidlainebiT (Asp+Dip and Clop) pacientebSi axlad gadatanili iSemiuri insultiT an tiS-iT an ganmeorebis maRali riskis qveS myofi pacientebi.
pirveladi amocanebi:                                                                                  Sefasdes insultis simwvave 90-e dRes intensiuri antiagregaciuli Terapiis xanmokle droiT gamoyenebis Semdgom (1 Tve), versus gaidlainebiT Terapia pacientebSi axlaxan gadatanili iSemiuri insultiT an tiS-iT.
meoradi amocanebi:
1. Semdgomi Sefaseba maRali riskis pacientebSi insultiT/tiS-iT, raTa:
i. SesaZlebelia gadaudebeli intensiuri Terapiis gamoyeneba da asatania, rom gagrZeldes 1 Tve. 

ii. intensiuri Terapia upiratesia surogatuli markerebis TvalsazrisiT, rogoricaa sisxlis firfitebis funqcia. 

iii. intensiuri Terapia aumjobesebs funqciur gamosavals
kvlevis dizaini

traialis/kvlevis konfiguracia

dizaini

saerTaSoriso, kolaboraciuli, multicerntruli, paralelur jgufuri, prospeqtuli, randomuli, Ria, brma-samizneTi, kontrolirebadi, faza III traiali.. 
wyoba:

dasawyisSi, -1000pacienti CaerTveba  gaerTianebuli samefos (UK) jandacvis kvlevis nacionaluri institutis (NIHR) insultis kvlevis qselidan (SRN) sastarto fazaSi. ZiriTad fazaSi CarTuli iqneba Semdgomi 3,100 monawile UK-dan da ucxoeTis hospitaluri insultis/tiS servisidan.  UK monawileebi (-2000) rekrutirebulni iqnebian SRN saitebidan (traiali ukve adaptirebulia), romelic moicavs 55 saits, romelTac daiwyes da rTaven pacientebs inglisSi da SotlandiaSi. Aam saitebze monawileoben SRN eqTnebi, raTa gaamartivon CarTva da Semdgomi dakvirveba. Ffilip bazi atarebs traials notingemis universitetis insultis traialebis ganyofilebidan.
traialis xangrZlivoba:

sawyisi faza gagrZeldeba  4 weli. Tu sawyisi faza gviCvenebs misaReb usafrTxoebas, moxdeba msgavsi gadasvla ZiriTad fazaze igive dizainiT, ise rom rekrutingi ar SeCerdeba (cxrili 2a, 2b).
ZiriTadi faza CarTavs -3,100 pacients (movlenaTa xarisxze da ganawilebaze damokidebulebiT) da gagrZeldeba damatebiT kidev 5 weliwads. calke nebarTva dafinansebisTvis Sesatyvisi dawesebulebebidan (mag.HTA) moiazreba ZiriTadi fazisTvis.
Tu traiali gviCvenebs, rom intensiuri antiagregaciuli Terapia upiratesia gaidlainebiT Terapiaze (mxedvelobaSi miiReba balansi Semcirebul insults/sisxlZarRvovan movlenebs da potenciurad gazrdil sisxldenas Soris), intensiuri antiagregaciuli Terapia wardgenili iqneba insultis prevenciisTvis dauyovnebeli sargebeliT maRali riskis pacientebSi. TiToeuli komponenti amJamad xelmisawvdomia da licenzirebulia meoradi prevenciisaTvis. vinaidan klopidogrelis patenti damTavrda, NHS pozitiuri Sedegebis danergva dafuZnebuli iqneba jenerikebis xarjebze, rac gaaumjobesebs aTvisebas da jandacvis ekonomikas.
G ZiriTad fazaze gadasvlis gadawyvetileba damokidebuli iqneba usafrTxoebis analizze sawyisi fazis dros (monacemebis monitoringis komitetis mixedviT), dafinansebis warmatebul  aplikaciaze ZiriTadi fazisTvis, da mimdinare ormagi antiagregantuli Terapiis Sedegebze, mag. SPS-3 (Asp+Clop vs Asp) da ARCH (Asp+Clop vs. Warfarin).
cxrili 2a: traialis drois grafiki: sawyisi faza
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cxrili 2b: traialis drois grafiki: ZiriTadi faza
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pirveladi gamosavali
5-doniani insultis Skala da tiS Skala mowyobili insultis simZimis mixedviT rankinis modificirebuli Skalis gamoyenebiT (mRS): fataluri insulti/mwvave arafataluri insulti (mRS 2-5)/msubuqi insulti (mRS 0.1/TIA/ara insulti-tiS, Sefasebuli 90 dRes; aseTi midgoma iZleva mcire zomis sinjis saSualebas SedarebiT orgvar gamosavalTan, rogoricaa insulti/ara insulti.42
meoradi gamosavali
dReebi 35 da 90
orgvari insulti; orgvari miokardiumis infarqti; rigiTi miokardiumis infarqti (fataluri mi/ara-fataluri mi/ara mi);42  orgvari mwvave koronaruli sindromi; rigiTi mwvave koronaruli sindromi (ACS-fataluri/STEMI/NSTEMI/arastabiluri stenokardia/araferi); ormagi kombinirebuli sisxlZarRvovani gamosavali (arafataluri mi &insulti, sisxlZarRvovani sikvdili); rigiTi kombinirebuli sisxlZarRvovani gamosavali;42
kombinirebuli insulti, tiS, mwvave koronaruli sindromi da sikvdilis yvelanairi mizezi, insidensi da infarqtis tipi.
90-e dRe, yvela monawile:
funqcia (mRS, Barthel Index); kognicia (telefoniT mini mentalis Skala, TICS  da cxovelTa dasaxeleba); sicocxlis xarisxi (EuroQoL/EQ-5D da EuroQOL VAS 43); ganwyoba (Zung 44); dispozicia (saxli, mzrunveli, Casaxlebuli, mzrunvelobis saxli); gawera hospitlidan (dro) dReebi binaze; ekonomikuri aqtivoba.
Aamtanianoba: pacientebis proporcia, romelTac daamTavres 30 dRiani randomuli mkurnaloba.
Gganxorcielebadoba: CarTvis xarisxi kviris manZilze.
usafrTxo gamosavali
dRe 7 da 35
sisxlis sruli analizi lokaluri mkvlevaris mixedviT
dRe 7, 35 da 90;

sisxldena rigobrivad (fataluri/didi/saSualo/mcire/aranairi 42) rogorc es Sefasebulia damoukidebeli, brma panelis mier. Oorgvari didi sisxldena (fataluri, simptomaturi, iwvevs hemoglobinis dacemas ≥≥2g/l, an rasac mivyavarT transfuziisken ≥≥2erTeuli sisxli/wiTeli ujredebi);45  orgvari mcire sisxldena (Caqcevebi). Oorgvari sisxldena; yvela saxis sisxldena, simptomuri intracerebruli hemoragia, didi eqstrakraniuli sisxldena, orgvari seriozuli adversiuli movlenebi, rigiTi adversiuli movlenebi (fataluri, seriozuli, sxva/aranairi 42); Trombuli Trombocitopeniuri purpura; granulocitopenia.
randomizacia da dabrmaveba
pacientebi randomizebulni iqnebian centralurad, usafrTxo internet saitis gamoyenebiT, realur droSi samizne movlenebisa (insulti/tiS)  da qveynis stratifikaciiT, ZiriTadi prognostul/logistikuri sabaziso faqtorebis gaTvaliswinebiT (asaki, sqesi, sistoluri sisxlis wneva, kortikaluri/lakunuri sindromi, wina mono/ormagi antiagregacia, gastro-proteqcia, dabali dozis heparinis gamoyeneba, randomizaciis dro, kreSCendo tiS da ABCD 2 qula tiS-isTvis da NIHSS da insultis mkurnaloba alteplazaTi). Aamgvarad, moxdeba lokaciis dafarva, ZiriTad, sabaziso monacemebis gansxvavebebis minimizacia, da statistikuri simZlavris gaZliereba.46 gamoyenebuli iqneba mravali zoma Secdomebis Sesamcireblad: internet monacemebis Senaxva, realur droSi validacia da lokaciis dafarva;  movlenaTa brma Sefaseba, movlenaTa gansja, SAE-da neirovizualizacia; mkurnalobis ganzraxvis analizi; faqtorTa minimizaciaze morgebuli analizi; ara-randomuli mkurnalobis morgeba (mag. statinebi, BP samkurnalo saSualebebi). im SemTxvevaSi, Tu veb-saitze miwvdoma ver moxerxda, monawileni SesaZlebelia randomizdnen telefoniT gadaudebeli satelefono nomrebis erT-erTi seriiT. EaseTi pacientebi randomizdebian stratifikaciis da minimizaciis gareSe. 
monawileTa seleqcia da amoReba 
rekrutingi

sawyis midgomas axorcielebs pacientis Cveuli mzrunveli jgufis wevri
(romelic SeiZleba moicavdes mkvlevars an klinikur mkvlevarTa jgufis sxva  wevrebs).
mkvlevari an misi Semcvleli, mag. mkvlevarTa jgufidan an pacientis Cveuli mzrunveli jgufis wevri informacias miawvdis monawiles an mis mier dasaxelebul warmomadgenels (sxva pirs an sxva warmomadgenlobas Sesabamisi iurisdiqciiT), yvela aspeqtebis Sesaxeb,  romelic exeba am kvlevaSi monawileobas. 

Tu saWiroa, xelmisawvdomi iqneba hospitlis mTargmnelTa samsaxuri, raTa daexmaros traialis ganxilvas, magram Tanxmobis formebi da monawileTa sainformacio furclebi nabeWdis saxiT xelmisawvdomi ar iqneba sxva enebze. Ppotenciur monawileebs aexsnebaT, rom kvlevaSi monawileoba mTlianad nebayoflobiTia da maTi gadawyvetileba ar moaxdens zegavlenas maT normalur mkurnalobasa da mzrunvelobaze.  Aaseve axsnili iqneba, rom maT SeuZliaT gamovidnen kvlevidan nebismier dros, magram Seecdebian rom aRniSnuli Tavidan aicilon. Kkvlevidan gamosvlis SemTxvevaSi axsnili iqneba, rom Segrovili monacemebi ver amoiSleba da Cven moviZiebT Tanxmobas, rom monacemebi gamoviyenoT saboloo analizisTvis, sadac es saWiro iqneba.    

CarTvis kriteriumebi
Mmozrdilebi ganmeorebiTi iSemiuri insultis gazrdili riskiT:   

1. asaki ≥  50 welze
2. insultis ganviTareba 48 saaTSi (24-48 saaTi Tu Trombolizisia)

3. tiS kiduris sisustiT da/an disfaziiT, romelic 10 wuTsa da <24 saaTs Soris grZeldeba rezidualuri simptomebiT da nebismieri CamoTvlilis warmodgeniT:

a. AABCD2 qula >  4, an
b. kreSCendo tiS an
c. ukve ormag antiagregaciul Terapiaze
SeniSvna: neiroimijingi ar aris aucilebeli tranzitoruli iSemiuri SetevisTvis.
kreSCendo tiS aris > 1 tiS erT kviraSi da ukanaskneli tiS-is aRmocenebis dro, miRebulia iqtusis drod.
1. iSemiuri, ara kardioemboliuri insulti, romelic warmodgenilia nebismieri CamoTvliliT:
a. kidurisMmimdinare sisuste da/an disfazia, romelic erTze meti saaTi grZeldeba.
b. aRdgenili kiduris sisuste, rac 1 saaTze met xans grZeldeboda mimdinare saxis sisustiT. 

 C. mimdinare izolirebuli hemianopia 1 saaTze meti xangrZlivobiT, neiroimijingis dadebiTi TvalsaCinoebiT, mocemuli movlenis dasadastureblad (mag. iSemiuri insulti kefis wilSi).
d. kiduris aRdgenili sisuste da/an disfazia 24-48 saaTSi mocemuli movlenis ganviTarebidan.

SeniSvna: neiroimijingi aucilebelia iSemiuri insultis dros, raTa gamoiricxos intrakraniuli hemoragia da/an -ara insultis diagnozi.
2. informirebuli Tanxmoba monawilisgan. Tu monawiles ar SeuZlia Sinaarsiani Tanxmobis mocema mag. Ddisfaziis gamo, konfuziis an daqveiTebuli cnobierebis donis gamo, maT nacvlad Tanxmoba SesaZloa aRebuli iqnas naTesavisgan, mzrunvelisgan an legaluri warmomadgenlisagan.
gamoricxvis kriteriumi:
1. asaki <50

2. izolirebuli sensoruli simptomebi an Tavbrusxveva/gulisrevis SegrZneba an saxis sisuste

3. izolirebuli hemianopia dadebiTi neiroimijingis monacemebis gareSe

4. intrakraniuli hemoragia

5. sabaziso neirovizualizacia, romelic gviCvenebs infarqtis parenqimul hemoragiul transformacias (PH I/II), subaraqnoidul sisxlCaqcevas, an simptomebis sxva araiSemiur mizezebs.
6. savaraudo kardioemboliur insults (mag. Mmimdinare AF istorias, miokardiumis infarqts 3 Tvis ganmavlobaSi).
7. monawileebi winaaRmdegCvenebiT an autanlobiT aspirinTan, klopidogrelTan an dipiridamolTan.
8. monawileni gansazRvruli saWiroebiT raTa imkurnalon aspiriniT, klopidogreliT, an dipiridamoliT individualurad an kombinaciaSi (mag.aspirini da klopidogreli axaliMmi/mwvave koronaruli sindromisTvis).

9.  monawilem miiRo klopidogreli an dipiridamoli aRniSnuli movlenis Semdgom, magram randomizaciamde (aspirini daSvebulia iqtussa da randomizacias Soris). 

10. gasazRvruli saWiroeba sruli doziT oraluri (mag. varfarini, dabigatrani) an saSualodan maRal dozamde parenteraluri (mag. Hheparini) anti-koagulaciisa.

dabali dozis heparini DCT profilaqtikisaTvis daSvebulia.

11. gansazRvruli saWiroeba glikoprotein IIb-IIIa inhibitorebze.
12. miRebuli Trombolizisi 24 saaTis SualedSi.

13. enteraluri miwvdomis ararseboba.

14. pre-morbiduli damokidebuleba (mRS>2).

15. Zalian maRali sisxlis wneva  (BP> 185/110 mmHg).
16. hemoglobini naklebi 10g/l-ze.
17. Trombocitebis ricxvi meti 600 x 109 /L an naklebi  100 x 109 /L
18. didi sisxldena 1 wlis SualedSi (mag. peptikuri wyluli, intracerebruli hemoragia). 
19. dagegmili qirurgia momdevno 3 Tvis ganmavlobaSi (mag. karotiduli endartereqtomia).
20. Tanmxlebi STEMI an NSTEMI .
21. meoradad ganviTarebuli insulti proceduris Semdeg (mag.karotiduli an koronaruli intervencia).
22. koma (GCS < 8)
23. ara-insulti, sicocxlis xangrZlivoba< 6 Tveze
24. demencia

25. monawileoba sxva wamlis an mowyobilobis kvlevaSi erTdroulad an 30 dRis SualedSi (monawileebma SeiZleba miiRon monawileoba dakvirvebiT kvlevebSi an ara wamlis an mowyobilobis kvlevaSi).

26. geografiuli an sxva faqtorebi, romelnic SesaZloa Caerion Semdgom dakvirvebaSi mag. arafiqsirebuli misamarTi, sakontaqto telefonis nomeri, araregistrirebuli zogadi praqtikis eqimTan (GP), an ucxoeli vizitori.
27. Svilosnobis unaris mqone qalebi, orsuli an meZuZuri.

monawileebis amoReba Terapiidan an Sefasebidan
Mmonawileebi SeiZleba amoRebul iqnan Terapiidan an Sefasebidan, maTi piradi TxovniT an mkvlevaris miTiTebiT (mag. usafrTxoebis mizeziT an axali informaciis gamo kvlevaSi gamoyenebuli wamlis an mdgomareobis Sesaxeb, romelsac mkurnaloben).  Mmonawileebs daarwmuneben, rom es zegavlenas ar moaxdens maT Semdgom mzrunvelobaze. Ppacientebs daarwmuneben, rom (sainformacio furclis an Tanxmobis formis meSveobiT) Tu isini gavidnen kvlevidan, Segrovili monacemebi ar amoiSleba da SesaZloa kvlav gamoiyenon saboloo analizisTvis.
informirebuli Tanxmoba/daTanxmeba
yvela monawiles miawodeben werilobiT informirebul Tanxmobas. informirebuli Tanxmobis forma xelmowerili da daTariRebuli iqneba monawileebis mier, sanam isini Cajdebian kvlevaSi. Tu pacientebi kompetenturni ar arian TanxmobaSi, mag. disfaziis an konfuziis gamo, maSin moiwveven naTesavebs Tanxmobis mosacemad. aseTi midgomebi standartuli praqtikaa mwvave insultis kvlevebSi. Mmiuxedavad amisa, yvela mcdeloba unda gakeTdes, rom miiRon Tanxmoba monawilisgan, Tu misi mdgomareoba gaumjobesda.
Eeqimi, romelic gaTviTcnobierebulia kvlevaSi moipovebs Tanxmobas. Mmesame mxaris Tanxmoba gamocdili, damoukidebeli klinicistis mier aseve misaRebia im SemTxvevaSi, Tu naTesavebi ar moipovebian. Mmkvlevari axsnis kvlevis detalebs da miawodebs monawiles/naTesavs/damoukidebel eqims sainformacio furcels, aseve uzrunvelyofs rom individebs sakmarisi dro hqondeT, raTa gaiTvaliswinon pacientis traialSi monawileoba. Mmkvlevari pasuxs gascems yvela SekiTxvas, romelic exeba monawilis/naTesavis CarTvas kvlevaSi. informirebuli Tanxmoba moZiebuli iqneba yvela monawilisgan sanam isini daeqvemdebarebian raime saxis Carevas (fizikuri gasinjvis da avadmyofobis istoriis Sekrebis CaTvliT) rac am kvlevas exeba. Mmkvlevari Seinaxavs originals, monawile Seinaxavs erT asls, xolo meore asli SenarCunebuli iqneba pacientis hospitlis CanawerebSi. Tu iqneba raime Semdgomi damateba protokolze, romelic zegavlenas moaxdens monawilis kvlevaSi monawileobaze, mopovebuli iqneba Semdgomi Tanxmobis forma, gamoiyeneben ra damatebiT Tanxmobis formas, romelsac xels moawers monawile.
traialis mkurnaloba da reJimi

intervenciaEN       
kvleva Seadarebs intensiur versus gaidlainebiT antiagregaciul mkurnalobas. ganmeorebiTi insultis meoradi prevenciis gaidlainebi SesaZloa gansxvavebuli iyos lokalur centrebSi adgilobrivi, nacionaluri, da saerTaSoriso gaidlainebiT mkurnalobaze da Rirebulebaze damokidebulebiT.                   

intensiuri antiagregaciuli jgufi  
monawileebi intensiuri antiagregaciuli jgufidan miiReben asp+klop+dip sammag Terapias 28-30 dRiT (faravs maqsimaluri riskis periods), standartul ,,saukeTeso mkurnalobasTan” erTad(moicavs rCevas cxovrebis stilis Sesaxeb, sisxlis wnevas, da lipidebis damaqveiTebel mkurnalobas). Kklop miecema, rogorc dartymiTi doza 300mg,12 Semdeg 75mg dRiurad, asp-s dartymiTi dozaa 300mg,22 Semdeg 75mg, da modificirebuli gamoTavisufleba 200mg dReSi orjeradad9 28-30 dRis manZilze. 
1.9.1.2.     gaidlainebis antiagregaciuli jgufi

Ppacientebi randomizebulni gaidlainebis jgufSi, miiReben erT-erTs qvemoTnaxsenebi antiagregaciuli Terapiidan, lokalur politikasa da gaidlainebze dayrdnobiT: 
a. iSemiuri insultebisTvis: asp da dip dualuri Terapia an klop monoTerapia. 
b. tiS - ebisTvis: asp da dip dualuri Terapia an klop monoTerapia.
klop miecema rogorc dartymiTi doza 300mg,12 mere 75mg dRiurad; asp-is dartymiTi doza 300mg,22 mere 75mg dRiurad, da dip modificirebuli gamoTavisufleba - 200mg dRiurad9 28-30 dRe.
1.9.1.1. Sesadareblebi

traiali Seadarebs qvemoTmoyvanil intensiur, versus gaidlainebiT Terapias.
a. iSemiuri insultisTvis:
1) asp+klop+dip: (2:1:1)

2) asp+klop+dip:klop (1:1)

3) asp+klop+dip:asp+dip (1:1)
yvela monawile saiti airCevs, Tu romeli Sesadareblebi undaT, rom SearCion iSemiuri insultisTvis da tiS-isTvis cal-calke (mag. A1/B1 da A2/B3, an A3/B3). saitebs neba eqnebaT daarandomiziron pacientebi im jgufisTvis, romelsac isini adre SearCeven. amasTan, saitebs SeeZlebaT Secvalon es jgufi traialis manZilze, magram Cven informacia unda mivawodoT sakoordinacio centrs ise, rom kompiuteruli randomizaciis sistema SesaZlebeli iyos gadaprogramirdes.
1.9.1.1. SeniSvnebi mkurnalobis Sesaxeb
i. disfagiurma monawileebma enteraluri midomiT SesaZloa miiRon daCeCqvili aspirini (an reqtaluri aspirini), daCeCqvili an Txevadi dipiridamoli (farglebi 75mg tds 100mg qds) da daCeCqvili klopidogreli (Tu amgvaradaa randomizebuli).

ii. Ppacientebs, romelTac Tavis tkivili aqvT dipiridamolze, miecemaT Semcirebuli doza dRiuri MR 200mg-dan, an standartuli gamoTavisufleba 75mg od MR 200mg bd (rogorc PRoFESS-Si47). fiqsirebuli dozis aspirini da dipiridamoli aseve gamoyenebul iqneba.
iii. Mmkvlevaris gadawyvetilebiT, monawileebs SeuZliaT miiRon gastro-profilaqtikuri saSualebebi zeda gastrointestinaluri sisxldenisTvis (proton arxebis inhibitori/histamini 2 receptor antagonisti, ±Hpilorusis amoReba) lokaluri praqtikis da politikis mixedviT.48
iv. 30 dRiani  mkurnalobis periodis Semdgom, monawileebi unda daubrundnen gaidlainebiT gaTvaliswinebul antiagregaciul Terapias, rogoricaa 
v. kombinirebuli aspirini da dipiridamoli an klopidogreli rogorc es rekomendirebulia lokaluri, nacionaluri, da saerTaSoriso gaidlainebiT. [SeniSvna: PRoFESS (aspirini/dipiridamoli versus klopidogreli) CarTulia pacientebis 8,113 (40%) 10 dRis manZilze, da -1000 pacienti dawyebidan 2 dReSi, ise rom dipiridamolis mwvave gamoyeneba ganxorcielebadia da TvalsaCinod usafrTxoa.
vi. kvlevis wamlebi SeiZleba Sewydes procedurebis dros, romelnic aucilebelia CarTvis Semdeg (amasTan, aman SesaZloa Seadginos protokolis darRveva/deviacia).

1.9.1. sabaziso zomebi

premorbiduli modificirebuli rankinis Skala (mRS); insultis Sedegad dazianeba (NIHSS); sisxlis sruli suraTi (Cveuli klinikuri mzrunvelobis nawili); hemodinamika da ekg. Insultis tipi kategorizdeba modificirebuli TOAST kriteriumis mixedviT. 49
1.9.1. Semdgomi dakvirveba 

pirdapiri interviu 7±1 da 35+3 dRe. centraluri satelefono dakvirveba Catardeba 90±7 dRe,Egamosavlis mimarT brma Semfaseblis mier, vinaidan insulti aris pirveladi gamosavali, sisxlZarRvovani SemTxvevebi, rogorc mTavari meoradi gamosavali, da sisxldena, rogorc ZiriTadi garTuleba, rac azustebs rom es SemTxvevebi sasicocxlod mniSvnelovania. Yyvela monawiles gamokiTxaven gansakuTrebiT seriozul adversiul movlenebze (SAE), da gamosavlis SemTxvevebze yoveli Semdgomi dakvirvebisas.
Aaseve, Cven davazustebT am informacias GP-s da lokaluri mkvlevarisgan, gans akuTrebiT 35-e da 90-e dReebs Soris. aseTi informacia mopovebuli iqneba centralurad, sakoordinacio centris mier GP-dan, da lokaluri mkvlevarisgan maTi hospitlis eleqtronuli sistemidan.

sisxlis firfitebis funqcia
sisxlis firfitebis eqspresia P-seleqtinze gamoyenebul iqneba monawileebSi Trombocitebis efeqtis monitoringisTvis. sisxls aiReben yvela monawilisgan dasawyisSi (sabaziso) &dRe 7±1, daafiqsireben (raTa moiniSnos sinjebi), gaagzavnian fostiT notingemSi, gamoiyeneben ra winaswar SeZenil sisxlis sinjebis konteinerebs. P -seleqtins gazomaven standartuli sinjis meSveobiT, (heptinstali; patenti mosalodnelia (PTC/GB2008/050169)], pacientisgan da mkurnalobis tipisgan dabrmavebulad.
naCvenebia, rom P-seleqtini warmoadgens individualuri Tavsebadobis dadgenis saSualebas, da rezistentobisas - aspirinis, dipiridamolis, da klopidogrelis mimarT. 

gazomvebi aseve gamoyenebul iqneba asociaciebis mosaZebnad Trombocitebis warmatebul inhibicias da klinikur gamosavals Soris. Aanalizebi Catardeba kardiovaskuluri medicinis ganyofilebaSi, dedoflis samedicino centrSi, notingemSi. Ggazomvebi Catardeba flou - citometriiT da daeqvemdebareba mkacr xarisxis kontrols.
1.9.2. damatebiTi sisxlis sinjebi
mesameuli kiTxvebi TARDIS-Si moicavs sisxlis biomarkerebze intervenciis efeqtebis Sefasebas, xom ar cvlis pacientis genotipi pasuxs intervenciaze. magaliTad, CYP2C19  genetikuri varianti axalgazrda monawileebSi, romelnic iReben mkurnalobas  klopidogreliT miokardiumis infarqtis Semdgom, prognozis didi ganmsazRvrelia da SesaZloa mniSvnelovania iSemiuri insultis dros.50-52 sisxlis zogierTi markeri warmoadgens gamosavlis surogatul markers, rogoricaa  S-100.53   amasTan, isini an sisxlis sxva faqtorebi (identificirdebian traialis mimdinareobisas) arian Tu ara intervenciis efeqturobis  markerebi, unda ganisazRvros. centrebs unda hqondes Sesatyvisi Semnaxveli saTavsoebi da midgomis saSualeba centrifugasTan da macivarTan. sisxlis srul sinjTan erTad, Semdegi saxis sisxlis sinjebia saWiro sisxlis biomarkerebisa da genetikuri analizisTvis.
genetikuri sisxlis sinjebi
· 4ml EDTA, mTlianad gayinuli (ara dacentrifugebuli)
· Nnebismieri    dro dasawyisidan  35-e dRemde

sabaziso
· 4ml EDTA, centrifugireba plazmis Sesagroveblad da gasayinad.

· 6ml daTrombili sinji, centrifugireba Sratis Sesagrovveblad da gasayinad.

dRe  7±1:

· 4ml EDTA, centrifugireba plazmis Sesagroveblad da gasayinad.

· 6ml daTrombili sinji. centrifugireba Sratis Sesagroveblad da gasayinad.

(ixileT cxrili 3, gverdi 24, sisxlis yvela sinjis jamuri tabula).

Tu naxsenebi centri ar iyenebs sisxlis EDTA Semcvel sinjarebs, maSin maTi sinjarebi Cveulebriv FBC sinjebisTvis sakmarisia (is moicavs Sesabamis antikoagulants). sisxlis sinjebi unda anonimizirdes da moiniSnos centris nomris mixedviT, monawilis nomris da inicialebis mixedviT (C999/9999/ZZ), sinjis dRe da ricxvis mixedviT (dRe 7 an 35, dRe/Tve/weli, lokalurad Senaxul iqnas sayinuleSi -20oC-ze (an ufro dabal temperaturaze -60 oC dan -80 oC –mde) da aRiricxos TARDIS sisxlis sinjis sayinulis logebSi. TARDIS sakoordinacio centri uzrunvelyofs sisxlis sinjebis gadagzavnas notingemSi gasaanalizeblad. sisxlis sinjebi ganadgurdeba, roca maTi gaanalizeba  dasruldeba, es damokidebuli iqneba traialis dasrulebis vadaze. calke Tanxmobis forma saSualebas miscems monawiles/naTesavs, rom CaerTos genetikur qvekvlevaSi. monawile gaagrZelebs ZiriTad traialSi maSinac ki, Tu is an maTi meurve airCevs, rom ar CaerTos genetikur qve-kvlevaSi. Mmonawilem an meurvem SesaZloa moiTxovon genetikuri sinjebis ganadgureba Tanxmobis gacemidan nebismier dros da anonimuri monacemebis bazis Seqmnamde. Ggenetikuri analizis mniSvnelovani mizania ganisazRvros, polimorfuli gansxvavebebi kandidat genebSi xom ar xsnis rezistentobas antiagregantebis mimarT (farmakogenetikuri analizi). zusti genetikuri analizis Catareba  ar aris gansazRvruli amJamad da damokidebuli iqneba Sesabamis samecniero informaciaze, romelic xelmisawvdomi iqneba laboratoriuli analizis dros da sinjis ganadgurebamde.
firebis gadagzavna da Senaxva

sabaziso da momdevno klinikuri, an kvlevis  CT da/an MR tvinis firebi unda gadaigzavnos eleqtronulad. idealurad, usafrTxo internet qselze atvirTvis saSualeba mocemulia TARDIS veb-saitze (www.tardistrial.org/). Ffirebi ar iqneba anonimizirebuli manam, sanam ar aitvirTebian garkveuli velebis saxiT, rogoricaa kvlevis monacemebi, dabadebis weli da sqesi. aucilebelia dadasturdes, rom  firi sworad Seesabameba kvlevis monawiles. amtvirTavi saSualeba gadagzavnis monacemebs RC4-MD5 (128 bit) gamosaxulebis gamSifravis gamoyenebiT da avtomatur anonimizacias gaukeTebs DIICOM imijis dasaTaurebas, mas mere rac skaneri da monawile erTmaneTs daemTxveva. DIICOM dasaTaurebis atributebi, romelnic anonimizirebulia aris DICOM standartis 3.15-is ‘sabaziso konfedencialobis gamoyenebis donis profili’-is specifikaciebis sakiTxi.  saxeldobr, dawesebulebis saxeli, dawesebulebis misamarTi, mommarTveli eqimi, mommarTveli eqimis misamarTi, pacientis saxeli, pacientis identifikatori, dabadebis TariRi, pacientis sxva ID, pacientis sxva saxelebi da pacientis misamarTis atributebi.  Tu centrebs ar SeuZliaT gamoiyenon veb-saitze atvirTvis saSualeba, daSifruli da anonimizirebuli firebis kopireba SesaZlebelia CD/DVD-ze da Canaweris gadagzavna TARDIS   ICC-ze. fasvordi firis gaSifrisTvis, saiti da monawilis nomeri, monawilis inicialebi da skanirebis TariRi nawilobriv Setyobinebul iqneba eleqtronuli fostis meSveobiT. Mmonacemebi gaiSifreba TARDIS ICC –ze da aitvirTeba monacemebis bazaSi, rogorc zemoTaa aRwerili. Tu centrebs ar SeuZliaT gaagzavnon firebi am meTodiT, maT urCeven daukavSirdnen  TARDIS ICC –s, romelic daexmareba maT am procesSi. Ggamonaklisi pirobebis dros centrebs aqvT mxolod erTi meTodi imijebis gasagzavnaT, rogoricaa filmebi/hardkopiebi,  centrebs urCeven gaagzavnon anonimuri filmebi Canawerebis gadagzavnis meSveobiT. aRniSnuli gardaiqmneba digitalur Canawerad TARDIS ICC –Si. tvinis imijingis Yyvela digitaluri monacemebi Seinaxeba usafrTxo kompiuterul serverebze, romelsac flobs da inaxavs sainformacio samsaxurebi, notingemis universiteti, da midgoma am informaciasTan SezRudulia fizikurad (Caketili serveris oTaxebi) da fasvordis meSveobiT. Mmidgoma gaSifvrasTan, analizTan da daarqivebasTan iqneba log in, fasvordis da pin ricxvebis meSveobiT.Aanonimizirebuli imijingis monacemebi gaiSifreba trenirebuli neiroradiologebis meSveobiT, romelnic bazirebulni iqnebian sakoordinacio centrSi an sadme sxvagan. gamSifravi sistemebi mowyobilni iqnebian monacemebis usafrTxoebis umaRlesi donis uzrunvelyofiT da pacientebis konfedencialobiT, da SemdgomSic gafarTovdebian Tu momavali teqnologiuri siaxleebi amis saSualebas mogvcemen. Aarsebuli sistemis gafarToeba SesaZloa moicavdes e-mecnierebis gamoyenebas da Grid teqnologiebs (mag. NeuroGrid, www.neurogrid.ac.uk/), Tu isini daadastureben Tavian upiratesobas Tanamedrove sistemebze. radiologebis moxsenebebi klinikur karotidul imijingze aseve Segrovdeba (ultrabgera, MRA, an CTA). Mlokalur centrebSi arsebuli moxsenebebi tvinis imijingze da karotidul imijingze, faqsis meSveobiT gadaicema TARDIS ICC -Si. 
1.9.5. monawileTa monawileobis mosalodneli xangrZlivoba 

monawileTa monawileoba da Sefasebebi Sejamebulia qvemoTmoyvanil cxrilSi (cxrili 3):
	
	dRe 0
	dRe 3±1
	dRe 7±1
	dRe 35±3 
	dRe 90±*

	randomizacia
	+
	
	
	
	

	usafrTxoebis Sefaseba
	
	+
	+
	+
	+

	tolerantobis Sefaseba
	
	+
	+
	+
	+

	sisxli
	
	
	
	
	

	FBC 
	+
	
	+
	+
	

	P-seleqtini
	+
	
	+
	
	

	genetika/EDTA( sinji
	+
	

	Srati da plazma
	+
	
	+
	
	

	Kklinikuri efeqturoba
	
	
	
	
	

	    dazianeba (NIHSS)
	+
	
	+
	+
	

	    funqcia (mRS & BI)
	
	
	
	
	+

	    kognicia, QoL & xasiaTi
	
	
	
	
	+


cxrili 3:* dRe 90-is Sefaseba Catardeba satelefono kiTxvariT. A( an antikoagulanti, romelic mowodebulia hospitlis Cveulebriv FBC sinjarebSi. FBC, sruli sisxlis suraTi; NIHSS, jandacvix nacionaluri institutis insultis Skala; mRS, modificirebuli rankinis Skala, BI, bartelis indeqsi, QoL, sicocxlis xarisxi
1.9.5. Tana-CarTva sxva kvlevebSi
pacientebis arakoordinirebuli Tana-CarTva or an met traialSi Seqmnis Secdomebis potencials.  mag. rodesac mkurnalobebs aqvs moqmedebis msgavsi meqanizmebi, potenciurad iyofen adversiul movlenebs da aqvT msgavsi gamosavali. Ppacientebi ar unda CaerTon am traialSi Tu isini ukve CarTulni arian sxva wamlis an mowyobilobis kvlevaSi. Ppacientebi SesaZloa Tana-CaerTon ara-wamlis an mowyobilobis traialSi an dakvirvebiT traialSi.
1.9.5. SeTavsebadoba
yoveli dagegmili vizitis dros, IMP-sTan SeTavseba Semowmdeba pirdapiri SekiTxviT an wamlebis furclebis SemowmebiT. pacientebi, romelnic wyveten wamlis miRebas adversiuli movlenebis gamo, gaagrZeleben arsebul Terapias da Semdgom Sefasebebs, mkurnalobis gaanalizebasTan erTad.
 1.9.5. protokolis darRveva da deviaciebi

es kvleva unda Catardes damowmebuli protokolis Sesabamisad da cvlilebebi am protokolSi gakeTdeba mxolod imisTvis, rom daculi iyos pirovnebis usafrTxoeba, uflebebi, da kargad yofna.
1.9.4.1.  protokolis darRvevebi
protokolis darRveva aris didi deviacia traialis protokolidan, sadac CarTulia pacienti, miuxedavad imisa rom ver akmayofilebs  CarTvis da gamorTvis yvela kriteriums,  an sadac protokolidan deviacias SeuZlia mniSvnelovani  zegavlena moaxdinos traialis Catarebaze an ganmartebaze. 

Semdegi ZiriTadi maxasiaTeblebi Seadgenen protokolis darRvevas:
1. randomizacia > 48saaTze simptomebis gamovlenidan
2. monawile, romelic asakiT <50 welze

3. iSemiuri insultisTvis:

a. kranialuri imijingis Sedegebi ar aris xelmisawvdomi randomizaciamde
b. izolirebuli sensoruli simptomebi, Tavbrusxveva da gulisrevis SegrZneba, an saxis sisuste, rogorc mocemuli movlenis warmomdgeni simptomebi

4.  tiS-isTvis:
a. Kkiduris sisuste/an disfazia romelic grZeldeba 10 wuTze nakleb dros

b. ABCD2 qula< 4 da ara kresCendo tiS da ara ormag antiagregaciul Terapiaze 
5. Mmarcxi Sesatyvisi Tanxmobis mopovebaze randomizaciamde
6. Ppre-morbiduli damokidebuleba (mRS) >2

7. Mmonawile, romelsac ar SeuZlia ylapva da ar gaaCnia enteraluri miwvdoma

8. ZiriTadi kranialuri imijingi aCvenebs parenqimul hemoragiul transformacias (PHI/II)
9. subaraqnoiduli hemoragia
10. intracerebruli hemoragia

11. antikoagulaciur Terapiaze, garda dabali molekuluri wonis heparinisa
12. monawile, romelmac miiRo dipiridamoli da klopidogreli warmodgenili movlenis Semdeg insultis randomizaciamde

13. Trombolizisi 24 saaTi nakleb droSi randomizaciamde

14. savaraudo kardioemboliuri insulti an winagulebis fibrilaciis istoria

15. Tanmxlebi STEMI  an NSTEMI
16. sabaziso sistoluri wneva SBP >185mmHg an diastoluri wneva DBP>110mmHg

17. didi sisxldena 1 wlis SualedSi randomizaciamde
18. dagegmili qirurgia 3 Tvis manZilze Semdgomi dakvirvebis periodSi

19. randomizaciis movlena meoradad, qirurgiuli proceduris Semdeg

20. glazgos komis Skala <8

21. demenciiis cnobili istoria

22. cnobili 6 Tveze naklebi SesaZlo cxovrebis xangrZlivoba
23. miuwvdomeli Semdgomi dakvirvebisaTvis
24. qali pacienti Svilosnobis potencialiT, orsuli an meZuZuri randomizaciis dros
25. pacientebi, romelnic iReben mkurnalobas, ise rom randomizebulni ar arian mkurnalobisaTvis. 
traialis dros Semdegi praqtika Seadgens ,protokolis  darRvevas’
1. Semdgomi randomizacia sxva wamlis an mowyobilobis kvlevaSi

2. Ppacienti, romelic ar iRebs randomizebul mkurnalobas 5 dRe pirveli Svidi dRis manZilze da 16 dRe Semdgomi 3 kviris ganmavlobaSi

3. Mmarcxi, rom Seavson SAE-ebi, sadac es saWiroa 
4.  marcxi, rom Seavson gamosavali, sadac es saWiroa

5. Semdgomi Sefasebebi, romelnic sruldeba (wardgenilis sawinaaRmdegod) gansazRvruli drois farglebs gareT, rogorc es qvemoTaa naCvenebi:
a. 7 dRiani dakvirveba: >7 dRe Sesatyvisi drois vadis Semdeg

b. 35 dRiani Semdgomi dakvirveba: >30 dRe Sesatyvisi drois vadis Semdeg

c. hospitaluri movlenis forma: >30 dRe Sesatyvisi drois vadis Semdeg

d. 90 dRiani dakvirveba: > 30 dRe Sesatyvisi drois vadis Semdeg

1.9.4.1.     protokolis deviacia
protokolis deviacia aris mcire deviacia protokolidan, rac mcire zegavlenas axdens traialis Catarebaze. Ees moicavs protokolidan nebismier deviacias, romelic ar aris CamoTvlili protokolis darRvevad. Ddeviaciis magaliTebi mocemulia qvemoT, magram es ar aris amomwuravi.
traialis dros Semdgomi praqtika Seadgens ,protokolis deviacias’
1. Mmarcxi, rom gadarTva moxdes standartul mkurnalobaze mkurnalobis periodis damTavrebis Semdgom

2. Ppacienti iRebs dRiurad 400mg-ze met dipiridamolis dozas dRiurad
3. Ppacienti iRebs >75mg aspirins an klopidogrels 0 dRis Semdgom

4. me-7-e an 35-e dRes sisxlis sruli suraTis ar- miRebade
5. Semdgomi Sefasebebi Catarda (wardgenilis sapirispirod) gansazRvruli drois farglebs gareT, rogorc es qvemoTaa naCvenebi: 
a) 7 dRiani Semdgomi dakvirveba: > 1 dRe Sesatyvisi drois periodis Semdgom
b) 35 dRiani Semdgomi dakvirveba: > 3 dRe Sesatyvisi drois periodis Semdgom

c) hospitaluri movlenis forma: > 7 dRe Sesatyvisi drois periodis Semdgom

d) 90 –dRiani Semdgomi dakvirveba: >7 dRe Sesatyvisi drois periodis Semdgom
e) Sesatyvisi vadis gareT
1.9.4.1.     protokolis darRveva da deviaciebi
protokolis darRvevebi Semowmdeba yovelwliurad monacemTa monitoringis komitetis (daufaravi monacemebis gamoyenebiT) da traialze dakvirvebis komitetis (mkurnalobis tipis dabrmavebiT) mier. protokolis darRvevis da deviaciis CamonaTvali ganaxldeba, rogorc aucilebelia, samuSao praqtikis dokumentSi, romelic aitvirTeba traialis veb-saitze. 
traialis menejmenti
sponsori
notingemis universiteti aris traialis sponsori UK-Si da gadascems pasuxismgeblobas mTavar mkvlevars, rom moawyos da Caataros traiali, sponsori/mTavari mkvlevari kontraqtis SeTanxmebiT.
sponsoris sakontaqto detalebia:

batoni  pol qartlegi
kvleviTi grantebis da kontraqtebis xelmZRvaneli

kvlevis ganaxlebis samsaxurebi

king medou kampusi

lenton laini

notingemi  NG 7 2NR UK
1.9.5. sakoordinacio centri
insultis traialis danayofi (STU), romelic aris notingemis universitetis klinikuri traialis danayofis nawili (romelsac aqvs mowodebuli registracia) moaxdens traialis koordinacias. STU –s eqneba mTlaini pasuxismgebloba traialis Catarebaze da pasuxismgebeli iqneba traialis masalebis mowodebaze, monacemebis Segrovebaze da analizze, da saboloo Sedegebis moxsenebaze. isini imoqmedeben, rogorc erTiani saerTaSoriso sakoordinacio centri, pirveladi sakontaqto wertili UK centrebisTvis da meoradi sakontaqto wertili  ara-UK centrebisaTvis. 
sakontaqto detalebia:
insultis traialis danayofi

notingemis universiteti

klinikuri mecnierebis Senoba

qalaqis hospitlis kampusi

tel: + 44 115 8230210

faqsi: +44 115 82 30 273

1.9.5.  traialis dakvirvebis komiteti (TSC)
TSC  ganaxorcielebs mTlian zedamxedvelobas da misi xasiaTiT uzrunvelyofs traialis Catarebas  ICH GCP  wesebisa da Sesatyvisi regulaciebis  Sesabamisad.      nebismieri damateba traialze SeTanxmebul unda iqnas TSC-sYTan.  TSC miawodebs rCevas mkvlevarebs traialis yvela aspeqtze.  TSCSemadgenloba mocemulia traialis veb-saitze.
1.9.5    monacemTa monitoringis komiteti (DMC)
monacemTa monitoringis komiteti (DMC) amowmebs efeqturobas da usafrTxoebas misi Tvisebis Sesabamisad. iseve, rogorc gamosavlis sazomi, DMC aseve akvirdeba CarTvas, ZiriTad monacemebs, samkurnalo jgufebs Soris ZiriTadi faqtorebis Tanasworobas, monacemebis sisrules, mkurnalobasTan Seguebas, Tana-mkurnalobebs, da gamosavals qvejgufebSi. isini aseve Seamowmeben seriozul adversiul movlenebs (namsjels da aranamsjels) da protokolis darRvevebs. DCveulebriv, xvdebian weliwadSi erTxel, telekonferenciis meSveobiT. Tavjdomare 6 Tvis Tavze miiRebs siaxleebs statistikosisgan. DMC –is Semadgenloba da xasiaTi mocemulia traialis veb-saitze                                                                                                                                                                                                                       (www.tardistrial.org).
Ggamosavali da SemTxvevis gansja
Aarsebobs ori gansjis komiteti:

· damoukidebeli  movlenebis (sisxlZarRvovani gamosavali, SAE)
· neiroimijingis garCeva    
statistika
samedicino statistikosi daexmareba TSC-is analizSi. Sualeduri analizi Catardeba sastarto fazaSi, brmad mkurnalobasTan mimarTebaSi, traialis ganxorcielebadobis 
demonstraciisaTvis.
meTodebi
analizi Catardeba ricxobrivi logistikuri regresiis gamoyenebiT mowesrigebuli kategoriuli cvladebisTvis, ormagi logistikuri regresia - ormagi gamosavlisaTvis, ANCOVA - gangrZobili monacemebisTvis da Kkaplan-maieri da Cox proporciuli  riskebis albaTobaTa  regresia - drois da movlenaTa monacemebisTvis. analizi morgebul iqneba randomizacia/minimizaciis faqtorebze. usafrTxoebis analizi gadamowmdeba yovel 6 TveSi, sastarto fazaSi, damoukidebeli monacemebis monitoringis komitetis mier.
pirveladi gamosavlis mimarT intervenciis efeqti Catardeba subieqtebis Semdeg qvejgufebSi:
a) asakis mixedviT - <  75welze, >75 welze 
b) sqesis mixedviT –mamakaci, qali

c) miTiTebuli movlenis mixedviT –insulti/tiS

d) insultis qvetipis mixedviT - lakunuri, ukana fosos, kortikaluri

e) insultis simZimis mixedviT - mZime, saSualo/msubuqi; NIHSS  <10,>10.
f) sabaziso sistoluri sisxlis wnevis mixedviT - >160mmHg, 140-160mmmHg, <140
g) mkurnalobis dayovnebis mixedviT-  >24sT-ze, < 24sT-s. 
h) pacientebis mixedviT, romelnic Sevidnen P seleqtinis qve-kvlevaSi
i) mono an dualur antiagregaciul  Terapiaze myofiPpacientebis mixedviT 
j) Cveulebrivi aspirini versus aspirinis mixedviT

k) Hheparinis - aranairi, arafraqciuli, LMWH-is mixedviT  
l) Ggasuli kviris manZilze tiSebis raodenobis mixedviT
pacientebis sikvdiloba UK-Si aRiniSneba NHS sainformacio centrSi (samedicino kvlevis sainformacio samsaxuri-MRIS), ise rom SesaZlebelia yvela pacientis vitaluri statusis moZieba.
sinjis sidide da dasabuTeba
sastarto faza

sastarto fazaSi sinjis sidide ganisazRvra usafrTxoebis Sesafaseblad, mag.sadac intensiuri antiagregaciuli Terapia SesaZloa riskis mtarebeli iyos gaidlainebiT mowodebul TerapiasTan SedarebiT. ZiriTadi sazrunavi antiagregaciuli agentebis gamoyenebisas dakavSirebulia sisxldenasTan. sinjis sididis gamoTvla54 efuZneba im varaudebs, romelnic gamomdinareobs sammagi antiagregantebis gamoyenebis piloturi kvlevidan.55 masze daydnobiT sisxldenis xarisxi asp+dip-isaTvis aRwevda 15%-s da asp+dip+klop-saTvis iyo - 30%, alfa-5%, simZlavre 90%, danakargebi Semdgomo dakvirvebisas 3%, totaluri sinjis sidide = 320 damrgvalebuli 350-mde. Aanalizi realurad Catardeba ricxobrivi midgomis gamoyenebiT statistikuri simZlavris gasaumejobeseblad.42
ZiriTadi faza
sastarto faza awvdis informacias ZiriTadi fazis sinjis sididis gamoTvlaze, romelic Seafasebs intensiurs versus gaidlainebiT Terapiis efeqturobas.

iTvaliswineben ganmeorebiTi insulti/tiS-is 5 doniani gamosavlis ganawilebas 
(insulti, roca mRS 6 =0.1%/ mRS 2-5 = 0.7%/ mRS 0-1 = 1.53%/ TIA = 3.57%), cdomilebis fardoba 0.68, alfa 5%, simZlavre 90%, danakargebi Semdgomi dakvirvebisas 2%, mkurnalobebis gadakveTebi 5%, totaluri sinjis sidide mTliani kvlevisTvis aris 4100. 
gaanalizebuli populaciebis gansazRvra
usafrTxoebis zoma

yvela randomizebuli pacienti

ganzraxva –umkurnalo (ITTT) efeqturobis iaraRi

yvela pacienti usafrTxoebis TvalsazrisiT, da isini vinc miiRo sul cota erTi samkurnalo doza. monawileebi IITT-Si ganisazRvrebian monacemTa bazis daxurvamde.
Pprotokolis mixedviT (PPS) efeqtianoba
yvela monawile ITT-Si, da is monawileni PPS -Si, romelTac ara aqvT protokolis darRvevebi ganisazRvrebian monacemTa bazis daxurvamde. 

yvela efeqturi analizi Semowmdeba  ITT-s gamoyenebiT; pirveladi analizis siZliere Semowmdeba PPS-ze. usafrTxoebis Sejameba Sesrulebuli iqneba usafrTxoebis qselze. Pprotokolis didi deviaciebi gamoiwvevs monawilis gamoricxvas PPS-dan.
jandacvis ekonomikis analizi

aspiriniT intensiuri antiagregaciuli Terapiis zegavlena, dipiridamolis da klopidogrelis zegavlena cxovrebis xarisxze Sefasebuli iqneba EuroQqL gamoyenebiT. jandacvis ekonomikis sruli analizi Catardeba mxolod traialis ZiriTadi fazis dasrulebis Semdeg.
adversiuli movlenebi
gansazRvrebebi
serioziuli adversiuli movlena (SAE) aris nebismieri adversiuli movlena, romelic warmoiqmneba kvleviT ganpirobebuli proceduriT,  IMP miRebiT, rasac mosdevs qvemoTCamoTvlili Sedegebi: 
1. sikvdili

2. sicocxlisTvis saSiSi adversiuli movlena

3. stacionarSi hospitalizacia an arsebuli hospitalizaciis gaxangrZliveba

4. invalidoba/uunaroba

5. kongenitaluri anomalia monawilis memkvidreebSi

6. mniSvnelovani samedicino movlena, romelic ar Tavdeba sikvdiliT, aris sicocxlisTTvis saSiSi, an moiTxovs hospitalizacias SeiZleba CaiTvalos seriozul adversiul movlenad, rodesac Sesatyvis samedicino Sefasebaze dafuZnebiT ganixilaven pacientisTvis riskis Semcvelad da SeiZleba moiTxovdes samedicino an qirurgiul Carevas, raTa Tavidan iqnas acilebuli gansazRvrebaSi CamoTvlili romelime gamosavali. 
Y

yvela seriozuli adversiuli movlena Sefasdeba mosalodnelobaze da mizezobriobaze:

gamijnulia gansxvaveba seriozul da mZime adversiul movlenebs AE-s Soris. simZime warmoadgens intensiurobis sazoms, maSin rodesac seriozuloba ganisazRvreba zemoTmoyvanili kriteriumebiT. Aamgvarad, mZime AE aucileblad seriozuli ar aris.
mizezobrioba:
ar aris dakavSirebuli an arasavaraudoa: klinikuri movlena paTologiuri laboratoruli testis CaTvliT mudmivi kavSiriT traialis mkurnalobis droebiT gamoyenebasTan, rac warmoqmnis mizezobriv kavSirs SeuTavsebadTan an romlisTvisac sxva wamlebi, qimikatebi an daavadeba iZlevian SesaZlo axsnas. AaRniSnuli CaiTvleba, rogorc ,,daukavSirebeli” moxseniebis mizniT.

SesaZlebeli: klinikuri movlena, paTologiuri laboratoriuli testis CaTvliT, droebiTi kavSiriT kvlevis mkurnalobis gamoyenebasTan, romelic qmnis safuZvlian mizezobriv SesaZleblobas, magram SesaZloa aixsnas sxva medikamentebiT, qimikatebiT da Tanmxlebi daavadebiT. Eis SesaZloa CaiTvalos rogorc ,,dakavSirebuli” moxseniebis mizniT.   
savaraudo: klinikuri movlena, paTologiuri laboratoriuli testis CaTvliT, droebiTi kavSiriT kvlevis mkurnalobis gamoyenebasTan, romelic qmnis safuZvlian mizezobriv SesaZleblobas, da ar aris savaraudo gamowveuli iyos sxva wamlebiT, qimikatebiT an Tanmxlebi daavadebiT. is CaiTvleba, rogorc ,,dakavSirebuli” moxseniebis mizniT.

danamdvilebiTi: klinikuri movlena, paTologiuri laboratoriuli testis CaTvliT, droebiTi kavSiriT kvlevis mkurnalobis gamoyenebasTan, romelic qmnis safuZvlian mizezobriv SesaZleblobas, da dazustebiT ar aris dakavSirebuli sxva mizezebTan. is CaiTvleba, rogorc ,,dakavSirebuli” moxseniebis mizniT.
AE, romlis mizezobrivi kavSiri kvlevis IMP-sTan Sefasebulia mTavari mkvlevaris mier an delegirebulia, rogorc ,,arasavaraudo”, SesaZlo”, ,,savaraudo” an ,,danamdvilebiTi” aris wamlis adversiuli reaqcia. 
zemoTaRniSnul kriteriumTan mimarTebaSi, samedicino da samecniero gansja SesaZloa gamoyenebul iqnas imis gadasawyvetad, saWiroa Tu ara swrafad moxseneba mocemul situaciaSi. 
adversiuli movlenebis moxseneba
monawileebs sTxoven daukavSirdnen kvlevis saits dauyovnebliv nebismieri seriozuli adversiuli movlenis mere. Yyvela seriozuli adversiuli movlena dafiqsirdeba da mkacrad monitorirdeba, sanam ar gadawydeba, dastabildeba, an sanam ar dadasturdeba, rom kvlevis wamali an mkurnaloba ar aris mizezi. mTavari mkvlevari an misi Semcvleli informirebuli iqneba dauyovnebliv nebismier seriozul movlenaze da gansazRvravs movlenis serioziulobas da mizezobriobas nebismier mkurnal praqtikosTan kavSirSi. Yyvela SAE moxsendeba insultis traialis erTeuls, notingemis universitetSi. traialSi monawilis, an partrnioruli traialis monawilis  orsulobis SemTxvevaSi monitoringi unda ganxorcieldes orsulobis ganmavlobaSi an mSobiarobis Semdgom, raTa dazustdes  traialTan dakavSirebuli nebismieri adversiuli movlena momavali Taobis mSobelSi. sadac es aris traialis monawilis partniori, Tanxmoba mopovebuli iqneba partniorisgan da misi samedicino mzrunvelisagan. yvela seriozuli adversiuli movlena CainiSneba da moxsendeba R&D da REC , rogorc wliuri moxsenebebis nawili. SUSAR-s moxsendeba dadgenili drois CarCoebSi MHRA da REC –s, rogorc wliuri moxsenebebis nawili. 
SUSAR
seriozuli adversiuli movlena, romelic an uecaria Tavisi aRmocenebiT, moulodneli Tavisi simZimiT da seriozulobiT an ar aris IMP-s cnobili gverdiTi efeqti, an dakavSirebulia an saeWvoa rom dakavSirebulia IMP-sTan, klasificirebulia rogorc saeWvo  moulodneli seriozuli adversiuli reaqcia da moiTxovs vrcel moxsenebas, rogorc es aris mocemuli klinikuri traialis regulaciebSi.
yvela seriozuli adversiuli movlena, romelic xvdeba an eWvia, rom xvdeba am kriteriumebSi unda gadiodes mkurnalobas, rogorc susar-i, sanam sxvamxriv ar aris dazustebuli. movlena unda moxsendes dauyovnebliv mTavar mkvlevars misi aRmocenebis cnobisTanave. 

mTavari mkvlevari :
· Seamowmebs movlenas seriozulobaze, mosalodnelobaze da naTesaobaze kvlevis IMP-sTan. 
· Aawarmoebs Sesatyvis samedicino moqmedebas, romelic moicavs traialis SeCerebas da am moqmedebis sponsorze Setyobinebas. 
· Tu movlena CaiTvleba susar-ad, 7 dRis manZilze unda Seavsos CIOMS forma da gaagzavnos MHRA-Si.
· Seatyobinebs REC-s moxsenebis formis gamoyenebiT, romelic moiZebneba NRES veb-gverdze movlenis Setyobinebidan 7 dRis manZilze.
· gaugzavnis momdevno 8 dRis manZilze Semdgomi dakvirvebis nebismier informacias MHRA-s da REC-s.
· gaakeTebs nebismier damatebas, rogorc amas moiTxovs kvlevis protokoli da Seatyobinebs eTikis komitets da maregulirebel xelmZRvanelobas, rogorc es saWiroa.

monawileTa amoReba kvlevidan adversiuli movlenebis gamo

nebismieri monawile, romelic ganicdis adversiul movlenas SesaZloa amoiRon kvlevidan mkvlevaris gadawyvetilebiT. Tu monawilem unda Sewyvitos traialis wamlis miReba, magaliTad adversiuli movlenis dros, is darCeba kvlevaSi traialis bolomde, 90 dRes (±7), radgan Semdgomi dakvirvebis daboloeba Zalian mniSvnelovania. amasTan, 
Tumca maT ase unda gaakeTon, nebismieri monawile Tavisufalia gavides traialidan nebismier dros mizezis auxsnelad. 

eTikuri da regulatoruli aspeqtebi
eTikis komiteti da regulatoruli Tanxmobebi
kvlevis iniciacia ar moxdeba sanam protokoli, informirebuli Tanxmobis formebi da monawileTa da  GP-s sainformacio furclebi ar miiReben Tanxmobas/dadebiT Sefasebas  samedicino da jandacvis produqtebis regulatoruli saagentoebis (MHRA) mxridan, kvlevis eTikis komitetis (REC) da Sesabamis nacionalurii jandacvis samsaxuris (NHS) kvlevis &ganviTarebis (R&D) saagentos mxridan. Pprotokolis damatebis ganxorcieleba moiTxovs REC Tanxmobas, cvlilebebi protokolSi ver ganxorcieldeba sanam damateba, gadaxedili informirebuli Tanxmobis formebi, monawilis da sainformacio furclebi (Tu Sesabamisia) ar Semowmdeba da ar miiRebs YTanxmobas/dadebiT Sexedulebas REC da R&D –departamentebidan. Pprotokolis damateba gamiznuli monawileTa TvalsaCino gadaudebeli cdomilebis eliminaciisaTvis dauyovnebliv unda ganxorcieldes ise, rom MMHRA, R&D da REC  rac SeiZleba swrafad Cadges saqmis yurSi da Tanxmoba iqnas gamoTxovili. protokolis mcire damatebani mxolod logistikuri an administraciuli  cvlilebebisTvis  SesaZloa dauyovnebliv ganxorcieldes; da REC iyos informirebuli. 
traiali Catardeba eTikuri wesebis Sesabamisad, romelic dadgenilia helsinkis deklaraciiT, 1996; kargi klinikuri praqtikis wesebis mixedviT, medikamentebi adamianTa gamoyenebisTvis regulaciebis Sesabamisad, 2004, 1031 wlis ucvleli instrumentis da misi Semdgomi damatebebis Sesatyvisad, aseve janmrTelobis da socialuri mzrunvelobis jandacvis kvlevis marTvis samuSao CarCoebis Sesabamisad, 2005.
Canawerebi
wamlis aRricxvianoba

hospitlebma/ farmako dawesebulebebma unda airCion sakvlevi  wamlis sakuTari momarageblebi.  rogorc es miRebulia  insultis traialebis dros, wamlebi SesaZloa ganawildes da Seinaxos Sesatyvis palataSi an departamentSi, raTa mzad iyos gamoyenebisTvis, rogorc ki randomizdeba pacienti.  is SesaZloa Senaxuli iqnas, rogorc ,palatis medikamentebi’ an rogorc traialis damoukidebeli medikamenti im hospitlis praqtikis mixedviT, romelic awarmoebs randomizacias (ix. seqcia 1.1.3).
SemTxvevaTa moxsenebis formebi
TiToeul monawiles mianiWeben traialis identurobis kodis nomers randomizaciis dros, raTa maTi gamoyeneba moxdes CRF-Si, kvlevis sxva dokumentebsa da eleqtronul monacemebis bazaSi. DdokumentebSi da monacemTa bazaSi, aseve SesaZloa gamoiyenon maTi asaki. CRF-s moeqcevian, rogorc konfedencialur documents, da usafrTxod ganalageben regulaciebis Sesabamisad. Mmkvlevari Seqmnis pacientis saxelis, dabadebis TariRis, lokaluri hospitlis nomris da NHS nomris (UK pacientebi) calke konfedencialur Canawers, da monawilis traialis nomers (traialSi CarTvis danayofi), raTa SesaZlebeli iyos kvlevaSi CarTuli yvela pacientis indentificireba im SemTxvevaSi, Tu damatebiT Semdgomi dakvirveba aucilebelia. CRF miwvdoma SezRuduli iqneba im personaliT, visac moiwonebs kvlevis xelmZRvaneli an lokaluri mTavari mkvlevari da vinc Caweril iqneba kvlevis Semadgenlobis danayofSi. yvela furclis formebi unda Seivsos Savi pastiT. Secdomebi unda gadaixazos, magram ar Seicvalos koreqtori siTxis gamoyenebiT, swori informacia mieweros, xeli moeweros da daTariRdes.
 dedani dokumentebi
dedani dokumentacia unda Seivsos mkvlevaris saitze da unda moicavdes, magram ar SemoisazRvreba Tanxmobis formebiT, mimdinare samedicino CanawerebiT, laboratoriuli SedegebiT da farmaciis CanawerebiT. CRF-i, aseve SesaZloa mTlianad emsaxurebodes, rogorc sakuTari dedani monacemebi.   Mmxolod kvleviTi jgufis Semadgenlobas, romelnic CamoTvlilni arian delegirebis logSi, aqvT miwvdoma traialis dokumentaciasTan, garda regulatoruli moTxovnebisa romelnic qemoTaa CamoTvlili.
pirdapiri miwvdoma dedan monacemebTan/dokumentebTan 
CRF da mTeli dedani dokumentacia, klinikuri progresis Canawerebs, laboratoriuli da samedicino testebis Sedegebis aslebis CaTvliT yovelTvis xelmisawvdomi unda iyos mTavari mkvlevarisaTvis, sponsoris ndobiT aRWurvili pirisaTvis, da Sesatyvisi maregulirebeli xemZRvanelebis inspeqciisaTvis (mag.MHRA).

monacemebis dacva


kvlevis Semadgenloba da mkvlevarebi unda icavdnen traialis monawileTa da informirebuli Tanxmobis privatulobas, da moqmedebdnen monacemTa dacvis aqtis mixedviT, 1998.  CRF-ze grovdeba mxolod saWiro informaciis minimum, kvlevis miznebis Sesabamisad.  CRF iwarmoeba usafrTxod, daxurul oTaxSi, an daxurul karadaSi an kabinetSi. informaciasTan miwvdoma SemoisazRvreba kvleviTi jgufis wevrebiT da mkvlevarebiT da Sesatyvisi maregulirebeli xelmZRvanelebiT (ix. zemoT). kompiuteruli monacemebi traialis monacemTa bazis CaTvliT Seinaxeba usafrTxod da daculia fasvordiT. miwvdoma SezRudulia gamomyeneblis identifikatoriT da fasvordiT (ganiSifreba calmxrivi gamSifravi meTodiT). Kkvlevis monawileTa Ppiradi informacia (mag. pacientis saxeli da misamarTi da meoradi kontaqtebi) Seinaxeba lokalur centrebSi da gadaecema sakoordinacio centrs notingemSi, UK, da nacionalur sakoordinacio centrs im centrebidan, romelnic ganlagebulni arian UK-s gareT. Ees aucilebelia koordinaciisa da 90 dRiani brma dakvirvebis SefasebisaTvis, romelic Catardeba centralurad TiToeul qveyanaSi.  Ppacientebis informacia Senaxuli iqneba monacemTa bazaSi notingemSi, magram gamoyofili iqneba mTeli klinikuri informaciisgan. Uukanaskneli darCeba anonimurad (identificirebadi mxolod incialebiT, traialis nomriT da asakiT). Kkompiuteruli monacemebi regularulad, aslis saxiT, Seinaxeba saitis gareT arsebul usafrTxo adgilas (raTa SesaZlebeli iyos ganadgurebisas aRdgena). Ppacientis piradi informacia gamoyenebuli iqneba mxolod TARDIS traialis miznebisTvis da ar gadaecema mesame mxares. Ppacientis piradi informacia waiSleba traialis dasasruls.
traialis qaRaldis sabuTebi  anonimizirdeba, askanerdeba da Seinaxeba digitalur saarqivo sistemaSi. Ggamonaklisia Tanxmobis formebi da pacientis detalebis formebi.
aRniSnuli Seesabameba monacemTa dacvis aqts da konfedencialobis wesebs, rogorc es zemoTaa aRniSnuli. sadac dasaSvebia, TARDIS sakoordinacio centrebi gamoiyeneben centralur monacemTa bazebs, raTa moipovon damatebiTi, Semdgomi dakvirvebis informacia traialSi CarTul pacientebze.  inglisSi da uelsSi es moicavs NHS sainformacio centris (MRIS) monacemTa bazas.  rodesac informacia pacientis Sesaxeb am gziT Segrovdeba, is naTlad dafiqsirdeba qveynisTvis specifikur pacienti/naTesavi sainformacio furcelze. 
xarisxis kontroli da auditi
dazRveva da zaralis anazRaureba
dazRveva da anazRaureba traialis pacientebisTvis da traialis jgufisTvis dafarulia NHS    pretenziebis ganxilvaSi NHS  klinikuri zerele mopyrobis saCivrebis saxiT, romelic dafarulia  HSG (96)48-Ti. ar arsebobs specialuri kompensacia, magram traialis monawileebs SesaZloa hqondeT anazRaureba NHS saCivrebis procedurebis gavliT. Nnotingemis universitetma amoiRo iseTi dazRvevis politika, romelic uzrunvelyofs anazRaurebas warmatebuli, safuZvlis mqone pretenziis dros, rodesac dadasturebuli araa vinmes zerele mopyroba.
traialis Catareba

traialis Catareba daeqvemdebareba traialis ZiriTadi dokumentebis master failebis sistemur audits; traialis Catarebis nebarTvebs; traialis delegirebis logs, traialis jgufis wevrebis kurikulumebs da miRebul trenings, Llokaluri dokumentebis sakontrolo procedurebs, Tanxmobis procedurebs da rekrutingis logebs. Pprocedurebis midevna gansazRvrulia protokoliT (mag. CarTva/gamorTvis kriteriumebi, swori randomizacia, vizitebis ganrigi): iTvaliswinebs seriozuli gverdiTi movlenebis CaniSvnas da moxsenebas, wamlis aRricxvianobas, farmaciis Canawerebs da aRWurvilobis kalibraciis logebs. traialis koordinatori, da sadac saWiroa, sponsoris dasaxelebuli Semcvleli, Caatarebs saitis sistemebis audits sul cota weliwadSi erTxel da auditis moxseneba gadaecema traialis zedamxedvelobis komitets.
traialis monacemebi
traialis monacemebis monitoringi moicavs informirebuli Tanxmobis dadasturebas;  dedani dokumentaciis verifikacias.  monacemTa Senaxvis da monacemTa gadacemis procedurebs. Llokaluri xarisxis kontrolis Semowmebas da procedurebs. nebismieri lokaluri monacemTa bazis Laslebis arsebobas, da ganadgurebisas aRdgenas da monacemTa manipulaciis validacias.  traialis koordinatori da sadac saWiroa sponsoris mier dasaxelebuli Semcvleli Caatarebs traialis monacemebis monitorings, rogorc mimdinare aqtivobas.  CRF—ze Setanili monacemebi dadasturdeba pirvelad dokumentaciasTan SedarebiT.  CRF-is nawili (10%) Semowmdeba regularulad, raTa moxdes Senatani informaciis verifikacia.  damatebiT, Semowmdeba monacemTa Semdgomi nawili traialis monacemTa bazaSi. sadac saWiroa koreqciebi, Catardeba sruli auditi da gasworeba.  traialis monacemebi da monitoringis TvalsaCinoebani, da sistemebis auditi daeqvemdebareba maregulirebeli xelmZRvanelebis mxridan inspeqcias, rogorc saWiroa. 
Canawerebis SenarCuneba da arqivizacia
ICH/GCP gaidlainebTan, regulaciebTan SeTavsebiT da notingemis universitetis kvlevis Catarebis kodis mixedviT, ufrosi an lokaluri mTavari mkvlevari SeinarCunebs yvela Canawerebs da dokumentebs am kvlevis Catarebaze. aRniSnuli SenarCundeba 7 wlis manZilze da ufro xangrZlivadac Tu saWiroa.  Tu pasuxismgebel mkvlevars aRar SeuZlia kvlevis Canawerebis SenarCuneba, sxva pirovneba dasaxeldeba am pasuxismgeblobis asaRebad.  traialis samuSao failebi da traialis dokumentebi, romelic aqvs mTavar mkvlevars sponsoris egidiT, sabolood daarqivdeba usafrTxo saarqivo sistemaSi notingemis universitetSi. Ees arqivi moicavs traialis monacemTa bazebs da asocirebuli meta-monacemebis gaSifvris kods.
sponsoris mier traialis Sewyveta  

sponsori itovebs uflebas Sewyvitos es kvleva nebismier dros Tu ver upasuxebs CarTvis mosalodnel amocanebs, usafrTxoebas an sxva administraciul mizezebs. sponsori aiRebs rCevas traialis zedamxedvelobis komitetidan da damoukidebeli monacemTa monitoringis komitetidan (IDMC), rogorc es saWiroa gadawyvetilebis misaRebad. kvlevaSi CarTvis periodis ganmavlobaSi traialis statistikosi Seasrulebs gamosavlis ZiriTadi movlenebis analizs, da miawodebs mas mkacrad konfedencialurad monacemTa monitoringis komitetis wevrebs sxva nebismier analizTan erTad, romelic SesaZloa moiTxovos komitetma.  TARDIS konteqstiT, balansi usafrTxoebas da efeqturobas Soris unda gaTvaliswinebuli iqnas. kerZod, usafrTxoebis TvalsazrisiT, Semdegi saxis gamosavali gamoiwvevs diskusias gaices Tu ara rekomendacia kvlevis naadrevi Sewyvetis an gagrZelebis Sesaxeb.
· Ppirveladi gamosavali (,gadaadgileba’ rankinis modificirebul Skalaze pacientebSi ganmeorebiTi insultiT an tiS-iT)

· Ffataluri an ara-fataluri insultis an didi sisxldenis Kkombinirebuli gamosavali
· simptomaturi intrakraniuli hemoragiis sruli procenti
 efeqturobis TvalsazrisiT, komiteti Caatarebs formalur Siga analizs, romelic dafuZnebuli iqneba Semdeg gamosavalze: 
fataluri an ara-fataluri insultis an didi sisxldenis ‡ SemTxveva, kombinirebuli gamosavali.
nebismieri gadawyvetilebisas, komiteti gaiTvaliswinebs srul Sinagan da garegan TvalsaCinoebebs, mravalricxovan testirebebs da SesaZleblobas, rom monacemTa tendencia SesaZloa Sebrundes xangrZlivi dakvirvebisas da gazrdili rekrutingisas. am analizis mixedviT, IDMC urCevs traialis zedamxedvelobis komitetis (TSC) Tavjdomares da sponsors (mTavari mkvlevaris meSveobiT) Tu maTi SexedulebiT, randomuli Sedarebebi TARDIS- Si gvafiqrebinebs orives:
i)      ,,mtkicebas safuZvliani eWvis gareSe” rom yvela, an zogi, specifikuri tipis pacientisTvis mkurnaloba naTlad naCvenebia an ar aris naCvenebi, da 

ii) TvalsaCinoeba romelic SesaZloa safuZvlianad mosalodnelia, materialur zegavlenas moaxdens pacientis menejmentze mravali eqimis mier, romelTac ukve ician sxva msgavsi kvlevebis Sedegebi. 56-57  
informaciis safuZvelze, romelic mowodebulia IDMC mier, TSC Semdgom gadawyvitavs moaxdinos Tu ara kvlevis modificireba (Tu eZebos damatebiTi monacemebi). sanam es moxdeba, TSC, kolaboratorebi, da centraluri administraciis Semadgenloba (garda arabrma statistikosebisa), romelnic ignorirebulni darCebian  Siga Sedegebis mimarT. Semdgomi detalebi da siaxleebi DMC grafikisadmi xelmisawvdomi iqneba TARDIS veb-saitze www.tardistraial.org). mkvlevarebs urCeven mimarTon traialis veb-saits DMC grafikze miTiTebuli TariRis mixedviT. Tu traiali Sewydeba romelime zemoT CamoTvlili mizezis gamo, pacientebi daubrundebian standartul mkurnalobas zogadi praqtikis eqimTan (GP). 
konfedencialobis ganacxadi

individualuri monawilis samedicino informacia, romelic mopovebulia am kvlevis Sedegad CaTvlilia konfedencialurad da mesame mxarisTvis misi gaxsna akrZalulia, garda zemoTnaxsenebi gamonaklisebisa. monawileTa konfedencialuroba uzrunvelyofili iqneba saidentifikacio koduri nomrebiT, romelic Seesabameba kompiuterul failebSi arsebul mkurnalobis monacemebs.  aseTi samedicino informacia SesaZloa gadaeces monawilis samedicino jgufs da yvela Sesatyvis samedicino personals, romelnic pasuxismgebelni arian pacientis keTildReobaze. Mmonacemebi, romelnic Seiqmneba am traialis Sedegad xelmisawvdomi iqneba inspeqciisTvis monawile eqimTa TxovniT, notingemis universitetis warmomadgenlebisTvis, REC, lokalur R&D departamentebisTvis da maregulirebeli xelmZRvanelebisTvis.
publikaciebi da gavrcelebis politika

monacemebi da Sedegebi  gaziarebuli iqneba Semdegnairad:
prezentacia
traialis mTavar Sedegebs warudgenen mkvlevarebs, damfinanseblebs da did nacionalur da internacionalur mitingebs traialis da mkvlevarebis saxeliT. Aanu TARDIS  mkvlevarebisa”.  

publikacia

traialis mTavari Sedegebi daiwereba ,,weris komitetis” mier da gamoqveyndeba xarisxian referirebul Jurnal (ebSi) mkvlevarTa saxeliT, anu TARDIS mkvlevarTa. weris komiteti Sedgenil iqneba minimum, mTavari mkvlevarisgan, wamyvani imijingis da SAE ganmxilvelebisgan, konsultat statistikosisgan da traialis statistikosisgan. 
meoradi publikaciebi gamoqveyndeba, rogorc personaluri, TARDIS mkvlevarebis mier, sadac personalurad moxdeba monacemebis mopoveba, dizaini, analizi da interpretacia da statiis dawera publikaciisaTvis. abstraqtebis wardgena TARDIS mkvlevarebis mier, sadac personebi imoqmedeben rogorc kvlevasTan damakavSireblebi.
nacionalurma da/an lokalurma mkvlevarebma SesaZloa waradginon an gamoaqveynon monacemebi, romelnic dakavSirebulia maT qveyanasTan an saitTan, mas Semdgom rac kvlevis ZiriTadi Sedegebi gamoqveyndeba. Yyvela statia unda moiwonos TSC-im da yvela abstraqti –mTavarma mkvlevarma. 

monacemebis gaziareba 
anonimizirebuli monacemebi SesaZloa gaziarebul iqnas sxva kvleviT jgufebTan da proeqtebTan (e.w. kohreinis kolaboracia, antiTrombuli kolaboracia) mas Semdgom rac kvlevis ZiriTadi Sedegebi gamoqveyndeba, da traialis zedamxedvelobis komitetis dasturis SemTxvevaSi. Sedgeba kontraqti notingemis universitets da (roca prezentacias gaakeTebs mTavari mkvlevari) da jgufebs Soris, romelnic miiReben am monacemebs. 
gamomyeneblis da sazogadoebis CarTva
traiali ganixileba da mxardaWeril iqneba insultis kvleviTi qselis prevenciis klinikuri gamokvlevebis jgufis mier da notingemis insultis mkvlevarebis komitetis mier. maTi komentarebi danergili iqneba kvlevis dizainSi. erTi wevri iqneba kvlevis zedamxedvelobis komitetis wevri. 
kvlevis finansebi
dafinansebis wyaro
kvlevis sastarto faza dafinansebulia britaneTis gulis fondis mier.K kvlevis ZiriTadi fazis dafinanseba moiazreba gaerTianebuli samefos jandacvis teqnologiebis Sefasebis (HTA) mier.
monawileTa stipendiebi da gadaxda
monawiles ar gadauxdian kvlevaSi monawileobisTvis. Mmgzavrobis an gzis/parkingis xarjebi SemoTavazebul iqneba hospitlis vizitebisTvis.
xelmowerebi protokolze:
mTavari mkvlevari:     (saxeli)  ------------------------------------------------------------------------
xelmowera:   ---------------------------------------------------------------------------------------------------------
TariRi:     -----------------------------------------------------------------------------------------------------------
kvlevis statistikosi: (saxeli)-------------------------------------------------------------
xelmowera: ---------------------------------------------------------------


TariRi: ----------------------------------------------------------
traialis farmacisti (saxeli) ----------------------------------------------------
xelmowera: -------------------------------------------------------------
TariRi: --------------------------------------------------------------
D
                                                                               damatebebi:

damateba a: gansazRvrebebi
sisxldenebi
1. didi sisxldena:45 yvela didi sisxldena warmoadgens seriozul adversiul movlenas

· Ffataluri sisxlden, da /an 
· simptomuri sisxldena kritikul adgilas an organoSi, rogoricaa intrakraniuli, intraspinaluri, intraokularuli, retroperitonealuri, saxsarSiga an perikardialuri, an intramuskularuli kompartment sindromiT, da/an
· sisxldena hemoglobinis vardniT 2g/l(1.24 mmol/l) an meti, an romelsac mivyavarT mTliani sisxlis wiTeli ujredebis 2 an meti erTeulis transfuziamde. 

2. saSualo sisxldena: saSualo sisxldena SesaZloa warmoadgendes an ar warmoadgendes seriozul adversiul movlenas kriteriumze damokidebulebiT, rogorc es gansazRvrulia mkvlevaris mier. 
· ara didi, da
· sisxldena, romelic iwvevs hemoglobinis vardnas <2g/l(1.24)mmol/l) da≥ 1g(0.62mmol/l) da ar mivyavarT transfuziasTan 1 erTeulis, an mxolod sruli sisxlis an wiTeli ujredebis 1 erTeulis transfuziasTan.
3. Mmcire sisxldena: mcire sisxldena Cveulebriv ar warmoadgens seriozul adversiul movlenas.

· Aar aris didi an saSualo, da

· Mmoicavs wertilovan sisxlCaqcevebs, sqimozebs, RrZilebidan sisxldenas, da sxva aseTi tipis sisxldenebs

· Hhemoglobinis vardnas imaze naklebad, vidre 1g/l(0.62mmol/l).

sxva klinikuri movlenebi

4. insulti: klinikuri sindromi, romelsac axasiaTebs klinikuri simptomebis elviseburi ganviTareba,  da/ an cerebruli funqciebis fokaluri (da zogjer globaluri) kargva simptomatikiT, romelic grZeldeba ≥ 24saaTze an iwvevs sikvdils TvalsaCinoebis gareSe, garda sixlZarRvovani mizezisa.58

5.  tiS: tvinis an Tvalis uecarad ganviTarebuli fokaluri nevrologiuri deficiti, savaraudod sisxlZarRvovani warmoSobis da grZeldeba 24 saaTze nakleb dros.
NB. tiS da insulti Cveulebriv mJRavndeba ,negatiuri’ simptomebiT (mag. motoruli Zalis kargva, metyvelebis kargva) winaaRmdeg simptomebisa, romelic ,pozitiuria’ bunebiT, rogoricaa paresTezia an kiduris xtoma, romelsac Cveulebriv alternatiuli gamomwvevi mizezi aqvs.  
1. ganmeorebiTi insulti: insulti ganisazRvreba rogorc ganmeorebiTi, rodesac is kvalificirdeba an moxdeba nevrologiuri niSnebisa da simptomebis progresia (NIHSS Skalaze zrda >4) igive sisxlZarRvovan teretoriaze, rogorc saCvenebeli movlena.

2. Nnevrologiuri gauareseba: NIHSS Skalaze zrda 4 quliT, an sawyis maCvenebelze metad.
3. simptomaturi intracerebruli hemoragia (SICH): nebismieri hemoragia nevrologiuri gauaresebiT, rogorc es zemoTaa gansazRvruli, an intracerebruli hemoragia rac iwvevs sikvdils.  Hhemoragia unda iyos nevrologiuri gauaresebis ZiriTadi mizezi.59 
4. sisxldena CT/MRI Tavis tvinis skanirebisas: 60-61
a) hemorogiuli infarqti (HI): peteqiuli infarqti sivrcis okupaciuri efeqtiT.
i. HI1 - patara peteqia
ii. HI2- ufro gaSlili peteqia
b) Pparenqimuli hemoragia (PH): hemoragia mas-efeqtiT.

iii. PH1 -< 30% infarqtuli arealisa mcire sivrcis okupaciuri efeqtiT
iv. PH2 - >30% infarqtuli arealisa mniSvnelovani sivrcis okupaciuri 

efeqtiT.

SeniSvna:  pacienti PH –iT ar unda Sevides kvlevaSi.
3. 5.   ABCD 2 qulobrivi kriteriumi 62-63
a     asaki ≥ ≥60 welze                                    1 qula

b     sisxlis wneva ≥ 140/90mm Hg                     1  qula
c     klinikuri niSnebi 
      unilateraluri sisuste                            2 qula

      metyvelebis darRveva sisustis gareSe             1 qula 
d    xangrZlivoba 

     metyvelebis darRveva sisustis gareSe              1 qula 

d     xangrZlivoba 

              ≥   60 wuTze                                 2 qula

                    10-59 wuTze                                  1 qula 

d     diabeti

Saqriani diabetis arseboba                               1 qula 

    
_____________________________________________________
& metyvelebis darRveva gansazRvruli, rogorc dizarTria an disfazia, an orive
*diabeti, romelic saWiroebs an oralur wamals, an insulins
SeniSvna: pacientebi ABCD<4 ar unda Sevidnen kvlevaSi
6. kriteriumebi mwvave, mimdinare an axlad gadatanili miokardiumis infarqtisTvis
(MI )64 Semdgomi kriteriumebi akmayofilebs mwvave, mimdinare Aan axladgadatanil miokardiumis infarqts:
1. tipiuri momateba da TandaTanobiTi vardna (troponinebis) an ufro swrafi mateba da vardna (CK-MB) miokardiumis nekrozis bioqimiuri markerebis sul cota erTiT CamoTvlilTagan:
2. 1(a) iSemiuri simptomebi;

(b) paTologiuri Q talRebis aRmoceneba ekg-ze;

(c) ekg cvlilebebi, romelnic migviTiTeben iSemiaze (ST segmentis elevacia an depresia); an
(d) koronaruli arteriis intervenciebi (mag. koronaruli angioplastika).
2. mwvave MI paTologiuri niSnebi.

7. 7. arastabiluri angina

miuxedavad imisa, rom ar aris universalurad miRebuli gansazRvreba arastabiluri anginisa, is aRwerilia, rogorc klinikuri sindromi stabilur anginasa da mwvave miokardiumis infarqts Soris. qvemoT moyvanili diagrama gvexmareba ganvasxvavoT mwvave koronaruli sindromis tipebi pacientebSi, romelnic warmodgenilni arian mwvave kardialuri tkiviliT gulmkerdis areSi: 


damateba B:  jandacvis nacionaluri institutis insultis Skala (NIHSS)
Yyvela mkvlevarma unda gaiaros sakmarisis treningi da sertifikacia NIHSS Sesafaseblad. gamoiyeneT insultis Skalis segmentebi im rigiT, rogorc CamoTvlilia. CawereT Sesruleba TiToeuli kategoriisTvis TiToeuli qveSkalis Sefasebisas. nu dabrundebiT ukan da nu SecvliT qulas. misdieT miTiTebebs, romelic axlavs TiToeul Sefasebis teqnologias. Skalam unda asaxos ras akeTebs pacienti, da ara ras fiqrobs klinicisti Tu ra SeuZlia akeTos pacientma. Kklinicistma unda Caiweros pasuxebi, sanam atarebs Sefasebas da imuSaos swrafad. Ggarda miTiTebuli gamonaklisebisa, pacienti ar unda aiZuloT (mag. ganmeorebiTi Txovnebi, gaakeTos gansakuTrebuli Zalisxmeva).
(gTxovT aseve ixiloT  http://www.ninds.nih.gov/doctors/NIH_Stroke_Scale.pdf suraTebisTvis, romelic asocirebulia am SkalasTan);
1a. cnobierebis done:  mkvlevarma unda airCios pasuxi, Tu sruli Sefaseba dabrkolebulia iseTi winaaRmdegobebiT, rogoricaa endotraqealuri mili, enobrivi barieri, orotraqealuri travma/bandaJi. 3 Sefasebulia mxolod maSin, Tu pacienti ar inZreva (gansxvavebuli vidre refleqtoruli poza) mtkivneuli stimulaciisas. 
0 = fxizeli; mondomebuli pasuxobs.

1 = ar aris fxizeli; magram gaRviZebadia mcire stimulaciiT, daemorCilos, upasuxos, an misces reaqcia.

2 =  ar aris fxizeli; sWirdeba ganmeorebadi stimulacia sapasuxod an sWirdeba Zlieri an mtkivneuli stimulacia moZraobis Sesasruleblad (ara stereotipulis). 

3 =  pasuxobs mxolos motorul refleqtoruli an autonomiuri efeqtebiT, an sruliad ar pasuxobs, modunebulia da arefleqsuri.
1b. Loc SekiTxvebi: pacients ekiTxebian Tves da mis asaks. Ppasuxi unda iyos swori - ar arsebobs nawilobrivi daTmoba, rom pasuxi miaxloebulia. Aafaziur da stuporozul pacientebs, romelTac ar SeuZliaT SekiTxvis gaazreba, afaseben 2 quliT.  Ppacientebs, romelTac ar SeuZliaT metyveleba endotraqealuri intubaciis, orotraqealuri travmis,  an nebismieri mizeziT dizarTriis gamo, enobrivi barieris an nebismieri sxva problemis gamo, romelic ar aris afaziis Semdgomi, eniWebaT a 1-i. mniSvnelovania, rom Sefasdes mxolod sawyisi pasuxi da Semfasebeli ar ,,exmarebodes” pacients verbaluri da ara-verbaluri saSualebebiT.
0 = pasuxobs orive SekiTxvas sworad. 
1 = pasuxobs erT SekiTxvas sworad.

2 = arcerT SekiTxvas ar pasuxobs sworad.

1c. LOC brZanebebi: pacients sTxoven gaaRos an daxuWos Tvalebi da mokumSos da gaSalos ara-parezuli xeli. Caanacvlon sxva erT safexuriani brZaneba, Tu xelebis 
gamoyeneba SeuZlebelia.  daTmoba SesaZlebelia, Tu araorazrovani mcdeloba gakeTebulia, magram ver sruldeba sisustis gamo. Tu pacienti ar pasuxobs brZanebas, davaleba unda demonstrirdes misTvis (pantomima), da Sedegi Caiweros (mag. Mmosdevs arcerTs, erTs an or brZanebas). Ppacients travmiT, amputaciiT, an sxva fizikuri dabrkolebiT, unda mieces Sesatyvisi erT safexuriani brZaneba. Mmxolod pirveli mcdeloba fasdeba.
0 = asrulebs orive davalebas sworad.

4 = asrulebs erT davalebas sworad.

2. saukeTeso mzera: mowmdeba mxolod Tvalis horizontaluri moZraobebi. nebiTi an refleqtoruli (okulocefaluri) Tvalis moZraobebi qulobrivad Sefasdeba, magram kaloriuli testebi ar keTdeba. Tu pacients aqvs Tvalebis koniugirebuli deviacia, rac SeiZleba gadaiZlios nebiTi an refleqtoruli aqtivobiT, is Sefasdeba 1 quliT. Tu pacients aqvs periferiuli nervis izolirebuli parezi (CN III, IV an VI), qulaa a1. mzera Sefasebadia yvela afaziur pacientSi. pacientebi okularuli travmiT, naxveviT, ukve-arsebuli sibrmaviT, an mxedvelobis simaxvilis an velebis paTologiiT unda Sefasdnen refleqsuri moZraobebiT, da arCevans akeTebs mkvlevari. mxedvelobiTi kontaqtis damyarebiT da pacientis win erTi mxaridan meoresken moZraobiT, sabolood  gamoCndeba cqeris nawilobrivi dambla.
0 = normaluri.
1 = cqeris nawilobrivi dambla; cqera paTologiuria erT an orive TvalSi, magram iZulebiTi deviacia an cqeris totaluri parezi ar aris warmodgenili.

2 = iZulebiTi deviacia, an cqeris totaluri parezi ar gadaiZleva okulocefaluri manevriT.
3. vizualuri: mxedvelobis velebi (zeda da qveda kvadratebi) mowmdeba konfrontaciiT, TiTebis gadaTvliT an mxedvelobiTi muqariT, Sesabamisad. Ppacientebi SesaZloa gaamxnevon, magram Tu isini ixedebian moZravi TiTis mimarTulebiT Sesatyvisad, es SesaZloa Sefasdes rogorc normaluri. Tu aris calmxrivi sibrmave an Tvalis kakali amoRebulia, mxedvelobis velebi fasdeba darCenil TvalSi. Qqula 1-ia Tu gamoxatuli asimetriaa, kvadranopiis CaTvliT. Tu pacienti brmaa raime mizeziT, qulaa -3. am dros tardeba ormagi erTdrouli stimulacia.  Tu gamonaklisia, pacienti iRebs 1 qulas da Sedegebi gamoiyeneba danayofi 11-is sapasuxod. 
0 = ar aris mxedvelobis kargva.
1 = nawilobrivi hemianopia
2 = sruli hemianopia
3 = bilateraluri hemianopia (brma, kortikaluri sibrmavis CaTvliT)
4. saxis dambla:  SeekiTxe- an gamoiyene pantomima gamxnevebisTvis-pacientma unda aCvenos kbilebi an awios warbebi da daxuWos Tvalebi.  qula mianiWeT grimasis simetriulobas, mtkivneul gaRizianebaze  cudad mopasuxe da gagebis aramqone pacientebSi. Tu saxis travma/naxvevi, orotraqealuri mili, binti an sxva fizikuri barierebi faravs saxes, isini unda mocildes rac SeiZleba met farTobze.
0 = normaluri simetriuli moZraobebi
1 = mcire dambla (waSlili cxvir-tuCis naoWi, asimetria Rimilisas).

2 = nawilobrivi dambla (saxis qveda naxevris sruli da TiTqmis sruli dambla). 
3 = sruli dambla erT an orive mxareze (moZraobis ararseboba saxis zeda da qveda naxevarSi) 
5.motorika mklavSi: kiduri Tavsdeba Sesatyvis poziciaSi: gaSaleT mklavebi (mtevnebi dauSviT) 90 gradusiT (Tu mjdomarea) an 45 gradusiT (Tu supinaciaSia). qulobrivad fasdeba rogorc vardna, Tu mklavi 10 wamze ufro swrafad eSveba. afaziuri pacienti unda gamxnevdes mkacri xmiT da pantomimiT, magram ara mtkivneuli stimulaciiT. TiToeuli kiduri mowmdeba dawyebuli araparezuli mklaviT. Mmxolod amputaciis SemTxvevaSi an saxsris SexorcebiT mklavze, Semfasebelma unda CaniSnos, rogorc Sefasebis gareSe (UN), da naTlad daweros aseTi arCevanis ganmarteba. 
0 = ar aris vardna; kiduri inarCunebs 90 (an 45) graduss srul 10 wams.
    1 = vardna; kiduri inarCunebs 90 (an 45) graduss, magram vardeba 10 wamze nakleb droSi; ar urtyavs sawols an sxva sayrdens.
   2 = mcire Zalisxmeva simZimis Zalis sawinaaRmdegod; kiduri ver aRwevs an inarCunebs (Tu moxrilia) 90 (an 45) graduss, vardeba sawolze, magram aqvs mcire Zalisxmeva simZimis Zalis mimarT.

     3= ar aris Zalisxmeva simZimis Zalis mimarT; kiduri vardeba.

     4= ar aris moZraobaa.

     UN = amputacia an saxsris CaWedva, axseniT: ----------------------------------------------------
             5a. marcxena mklavi
             5b. marjvena mklavi
6. motorika fexSi: kiduri Tavsdeba Sesatyvis poziciaSi: daiWireT fexi 30 gradusze (yovelTvis fasdeba supinaciaSi). vardnad fasdeba Tu kiduri eSveba 5 wamamde droSi. afaziuri pacienti unda gamxnevdes xmaSi simkacriT da pantomimiT, Mmagram ara mtkivneuli stimulaciiT.YTiToeuli kiduri cal-calke fasdeba, iwyeba ra araparezuli kiduriT. Mmxolod Aamputaciis SemTxvevaSi an TeZos saxsris CaWedvisas, mkvlevarma unda Caweros rogorc Sefasebis gareSe (UN), da naTlad daweros aseTi arCevanis ganmarteba. 
               0 = ar aris vardna; fexi inarCunebs 30 gradusian pozicias.
    1 = vardna; fexi vardeba 5 wamis bolos, magram ar urtyams sawols.
    2 = mcire Zalisxmeva simZimis Zalis winaaRmdeg; fexi vardeba sawolze 5 wamSi, magram mcire ZalisxmeviT simZimis Zalis winaaRmdeg.    
      3= ar aris Zalisxmeva simZimis Zalis winaaRmdeg; fexi vardeba sawolze dauyovnebliv.

      4 = ar aris moZraoba.
    UN amputacia an saxsris CaWedva, axseniT ---------------------------------------------------
    6a. marcxena fexi
    6b. marjvena fexi

7.kiduris ataqsia:  es ganakveTi isaxavs miznad unilateraluri cerebelaruli dazianebis gamomJRavnebas. testireba xdeba Ria TvaliT. vizualuri defeqtis SemTxvevaSi, darwmundiT rom Sefaseba gakeTebulia intaqtur vizualur velSi. cxvir-TiTis da muxl-quslis cdebi sruldeba orive mxares, da ataqsia fasdeba mxolod maSin, Tu wonasworoba darRveulia da sisustea. Aataqsia ar aris, Tu pacienti ver igebs an paralizebulia. Mmxolod amputaciisas an saxsris CaWedvisas, Semfasebelma unda CaniSnos, rom Sefaseba ver xerxdeba (UN), da naTlad axseniT werilobiT es arCevani. sibrmavis SemTxvevaSi, SeafaseT rom pacientma gaSlili mklavidan Seexos cxvirs. 
0 = ar aris

1 = aris erT kidurSi

   2 = aris orTave kidurSi.
    UN =amputacia an saxsris CaWedva, axseniT ---------------------------------
8.mgrZnobeloba:  gasinjvisas  SegrZnebis gamoxatva an grimasa, an garideba mtkivneul stimulaciaze gabruebul an afaziur pacientebSi. Mmxolod insultis mizeziT ganpirobebuli mgrZnobelobis dakargva fasdeba, rogorc paTologiuri da Semfasebelma unda Seamowmos sxeulis imdeni areali (mklavebi [ara xelebi], fexebi, tani, saxe), ramdenic saWiroa, raTa akuratulad Sefasdes hemisensoruli deficiti. qula 2, ,,mgrZnobelobis mZime an totaluri deficiti” unda miniWebul iqnas maSin, rodesac mgrZnobelobis mZime an sruli dakargva naTladaa warmodgenili. stuporozul an afaziur pacientebs unda mieniWoT qula 1 an 0. pacientebs Reros insultiT, romelTac aqvT mgrZnobelobis bilateraluri deficiti eniWebaT qula 2. Tu pacienti ar pasuxobs, da aris kvadriplegiuri, qula iqneba 2. Ppacientebs komiT (punqti 1a=3) avtomaturad eniWebaT 2 qula am punqtisTvis. 
0 = normaluri; ar aris sensoruli kargva.
1 = mcire an saSualo sensoruli kargva; pacientis SegrZneba nemsis Cxvletisadmi aris naklebad mZafri an aris blagvi dazianebul mxares; an aris nemsis Cxvletaze zedapiruli mgrZnobelobis kargva, magram pacienti grZnobs Sexebas.
2 = mgrZnobelobis mZime an totaluri kargva; pacienti ver grZnobs Sexebas saxeze, mklavebze, fexebze.

9.saukeTeso ena:  informaciis didi nawili aRqmis Sesaxeb mopovebuli iqneba gasinjvis Semdgom seqciaSi. Skalis am punqtSi pacients sTxoven aRweros ra xdeba micemul suraTze, rom daasaxelos mocemul suraTze arsebuli da waikiTxos winadadebebi arsebuli CamonaTvalidan. aRqmulis gageba ganisazRvreba gacemuli pasuxebis mixedviT, iseve rogorc yvela brZanebebisa, romelic gaica winamdebare nevrologiuri gasinjvisas. mxedvelobis deficiti xels uSlis testirebas, sTxoveT pacients Seicnox xelze moTavsebuli sagnebi, Ggaimeoros da imetyvelos.  intubirebul pacients sTxoven daweros. Ppacients komaSi (punqti 1a=3) avtomaturad aniWeben 3 qulas am punqtisTvis. Semfasebelma unda airCios qula stuporiani, an SezRuduli urTierTobis mqone pacientebisTvis, magram 3 qula unda mieniWos im SemTxvevaSi, Tu pacienti umetyveloa da ver misdevs erT safexurian brZanebebs.
0 = ar aris afazia; normaa.
1 = mcire Tu saSualo afazia; metyvelebis sisxartis an metyvelebis gagebis mcire da TvalsaCino kargva, gamoxatuli azrebis an gamoxatvis formis  mniSvnelovani SezRudvis gareSe.  MTavad metyvelebis da/an misi gagebis SezRudva aZnelebs an SeuZlebels xdis dialogs mowodebul masalebze. magaliTad, mowodebul masalaze dialogisas, Semfasebeli adgens suraTis an dasaxebuli baraTis Sinaarss pacientis pasuxidan. 
2 = mZime afazia: mTeli komunikacia SesaZlebelia fragmenturi gamoxatviT; did saWiroebaa Carevisa, SekiTxvebisa, da mixvedrisa msmenelis mier.Ggasacvleli informaciis sidide SezRudulia; msmeneli atarebs komunikaciis tvirTs.  gamsinjavi ver adgens pacientis pasuxebiT mowodebul informacias.
5 =  munji, globaluri afazia; ver metyvelebs an ver igebs metyvelebas. 

10.dizarTria:  Tu pacients CaTvlian normaSi myofad, mopovebul unda iqnas metyvelebis adeqvaturi magaliTi, roca pacients sTxoven waikiTxos an gaimeoros sityvebi mowodebuli furclidan. Tu pacients aqvs mwvave afazia, unda Sefasdes spontanuri metyvelebisas artikulaciis sicxade.  Mmxolod maSin, Tu pacienti intubirebulia an aqvs metyvelebis xelSemSleli sxva fizikuri barierebi, gamomcdelma unda Caweros qula Seufasebeli (UN),  da naTlad axsnas aseTi Sefasebis arCevani.  ar uTxraT pacients, Tu ratom afaseben mas.
0 = normaluri.
1 =  mcire Tu saSualo dizarTria. Ppacienti bundovnad ambobs sul cota zog sityvas, yvelaze uaresi, mis metyvelebas igeben mcire siZneleebiT.

2 = mwvave dizarTria; pacientis metyveleba imdenad bundovania, rom gaugebaria disfaziis an misi garkveuli proporciis ararsebobis drosac, an damunjebulia/anarTriulia.
UN = intubirebulia an sxva fizikuri barieria,

axseniT: -------------------------------------------------------------------------------------------------------------
11. ganleva an uyuradReboba (warsulSi negleqti): sakmarisi informacia ignorirebis dasadgenad SesaZloa mopovebuli iqnas wina testirebis dros. Tu pacients aqvs mxedvelobis mwvave daqveiTeba, romelic abrkolebs erTdroul, ormag mxedvelobiT stimulacias, da kanis stimulacia normaSia, qulac normaluria.  Tu pacients aqvs afazia, magram ara sxva tipis metyvelebis darRveva, qula normaluria. sivrcobriv-vizualuri negleqtis an anozognoziis arseboba aseve mxedvelobaSi unda iyos miRebuli, rogorc paTologia. vinaidan paTologia Sefasebulia mxolod arsebobis SemTxvevaSi, punqti arasodes ar rCeba Seufasebeli.
0 = ar aris paTologia.
1 = vizualuri, taqtiluri, smeniTi, sivrcobrivi, an personaluri uyuradReboba an ganleva bilateraluri, erTdrouli stimulaciisas erT-erT sensorul sferoSi.

2 = Rrma naxevar-uyuradReboba an ganleva erTze met sferoSi; ver scnobs Tavis sakuTar xels an orientirebulia sivrcis mxolod erT mxareSi. 
miTiTeba 65

damateba C :  glazgos komis Skala

Tvalebis moZraoba
6 = aranairi
2  =  tkivilze

3   = metyvelebaze
4 = spontanuri
verbaluri pasuxi
1 = aranairi
2 = gaugebari
3 = Seusabamo
4 = konfuzia

5 = orientirebuli

motoruli pasuxi
1. aranairi
2. eqstenzia

3. fleqsoruli pasuxi

4. garideba

5. axdens tkivilis lokalizacias
6. emorCileba brZanebas
angariSi 15 –dan (farglebi 3-15)
miTiTeba  66
apendiqsi D:  modificirebuli rankinis Skala (mRS)
yvela mkvlevarma unda SeiZinos sakmarisi treningi da sertifikacia (mRS) Sesafaseblad.
0 = simptomebi ar aris 
1 = ar aris mniSvnelovani invalidoba, miuxedavad simptomebisa; SeuZlia yvela Cveuli movaleobebis da aqtivobebis Sesruleba.

2 = mcire invalidoba; ar SeuZlia yvela Zveli movaleobebis Sesruleba, magram SeuZlia mixedos sakuTar saqmeebs daxmarebis gareSe.
3 = saSualo invalidoba; sWirdeba mcire daxmareba, magram SeuZlia daxmarebis gareSe siaruli.
4 = saSualo mwvave invalidoba; ar SeuZlia dauxmareblad siaruli da ar SeuZlia dauxmareblad sakuTari saWiroebebis Sesruleba.
5 = mZime invalidoba; sawolze mijaWvuli, aqvs Seukavebloba da sWirdeba mudmivi eqTnis zedamxedveloba da yuradReba. 

6 = sikvdili
qula 0-dan 6-mde (farglebi 0-6)

mimarTva 67-68
damateba E  bartelis indeqsi
	
	
	

	amocana                                              
	kriteriumi
	qula

	nawlavebi
	Seukavebloba
drodadro SemTxveva (kviraSi erTxel)

Sekaveba

	0

5

10

	Sardis buSti
	Seukavebloba, an kaTeterizacia, ar SeuZlia marto gamklaveba

drodadro SemTxveva (maqsimum erTxel 24 saaTSi)

Sekaveba

	0

5

10

	Tavis mowesrigeba
	saWiroebs daxmarebas pirad movlaSi
damoukidebeli saxe/Tma/kbilebi/gaparsva (instrumentebi mocemulia)


	0

5

	sapirfareSos gamoyeneba
	damokidebuli
sWirdeba mcire daxmareba, magram SeuZlia TviTonac gaakeTos raRac

damoukidebelia (Cacma, gaxda, mowesrigeba, gamSraleba)

	0

5

10

	kveba
	Aar SeuZlia
 sWirdeba daxmareba, daWra, karaqis wasma, sxv.
 damoukidebeli

	0

5

10

	gadaadgileba

(sawolidan skamze da ukan)
	ar SeuZlia, jdomisas ver iWers wonasworobas
didi  daxmareba (erTi an ori adamianis,     fizikuri), etlSi jdoma

Mmcire daxmareba (sityvieri an fizikuri)

 damoukidebeli

	0

5

10

15

	mobiluroba
	umoZrao
etlSi damoukidebeli, kuTxeebis CaTvliT
dadis erTi adamianis daxmarebiT (sityvieri da fizikuri)

damoukidebeli (magram SeiZleba gamoiyenos nebismieri daxmareba: magaliTad joxi)


	0

5

10

15

	Cacma
	damokidebuli
sWirdeba daxmareba, Tumca naxevari SeuZlia  damoukideblad gaakeTos
damoukidebeli (Rilebis, zmeikis, petlebis da sxva CaTvliT)


	0

5

10

	kibeebi
	ar SeuZlia
sWirdeba daxmareba (sityvieri, fizikuri, atarebs damxmare saSualebas)

damoukidebelia

	0

5

10

	abazana
	damokidebulia
damoukidebelia (an saSxapeSi)


	0

5


Qqula 100-dan (farglebi 0-100)

miTiTeba 69
damateba F, evroxarisxi
jgufi  1 70

me ar maqvs problema siarulisas
me maqvs mcire problema siarulisas
me mijaWvuli var sawols
jgufi 2
me ar maqvs problema Tavis movlisas
me maqvs mcire problema dabanvisas da Cacmisas
ar SemiZlia damoukideblad Cacma da dabana
jgufi 3

ar maqvs problemebi Cemi Cveuli movaleobebis Sesrulebisas (mag. muSaoba, swavla, saxlis samuSao, ojaxuri an dasvenebis aqtivobebi)
me maqvs mcire problemebi Cveuli aqtivobisas
ar SemiZlia Cveuli aqtivobis Sesruleba
jgufi 4
ar maqvs tkivili an diskomforti
me maqvs saSualo tkivili an diskomforti
me maqvs ukiduresi tkivili an diskomforti
jgufi 5

me ar var agznebuli an depresiuli
me var saSualod agznebuli an depresiuli
me var ukiduresad agznebuli an depresiuli
janmrTelobis dRevandeli mdgomareoba vizualuri analogiis SkaliT (warmosadgenad saukeTeso, warmosadgenad yvelaze uaresi)
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A
damateba G, kognitiuri testireba
TICS-M71
 – morgebulia TARDIS kvlevaze
gTxovT gaiTvaliswinoT, rom es testi Sedgenilia satelefono gamoyenebisTvis. im SemTxvevaSi, Tu Semdgomi davirveba moxdeba personalurad, mTeli testi unda Seivsos verbalurad anu dasamaxsovrebeli sityvebi ar unda aCvenon pacients.
kiTxvebi da instruqciebi:
                                                                    qula
orientacia: hkiTxeT ra dRea, TariRia da a.S.                       7
dRe                                                                   (
TariRi                                                               (
Tve                                                                   (
sezoni                                                                (                                                                                                                                                
weli                                                                  (
asaki                                                                  (
telefonis nomeri (kodi + nomeri)                                   (
registracia                                                      10
	
	

	
	

	me vapireb wagikiTxoT sul cota 10 sityva. gTxovT moisminoT

yuradRebiT da ecadeT daimaxsovroT isini. roca movrCebi, gaimeoreT ramdenic gaxsovT imdeni sityva nebismieri TanmimdevrobiT. Mmzad xarT?
	

	kabina
mili
spilo
gulmkerdi
abreSumi
Teatri
majis saaTi

xorbali
baliSi
goliaTi
	(
(
(
(
(
(
(
(
(
(


	yuradReba da kalkulacia
	6

	gTxovT gamoakloT 100-s 7-i. Aaxla gaagrZeleT gamoakloT Svidi imas rac dagrCebaT iqamde, sanam ar SegaCerebT.

	93

86

79

72

65
	(
(
(
(
(

	ukan gadaTvla, gTxovT gadaTvaloT 20-1-mde 

	ar aris Secdomebi
	(

	gaazreba, semantiuri da moklevadiani mexsiereba
	5

	ras iyeneben adamianebi qaRaldis gasaWrelad? 

romelia mCxvlitavi mwvane mcenare, romelic izrdeba udabnoSi?
vin aris premier ministri?
vin aris moqmedi monarqi?

romelia aRmosavleTis sapirispiro mimarTuleba?
	makratels
kaqtusi
swori gvari
e, de, de2
dasavleTi
	(
(
(
(
(

	ena/gameoreba  
gTxovT yuradRebiT moismineT da gaimeoreT ara, Tu, da an magram’                       

mianiWeT qula mxolod maSin, Tu dazustebiT sworia.
	1

(

	dagvianebuli gaxseneba
	10

	gTxovT gaimeoroT 10 sityvidan rac SeiZleba meti, romelic me adre giTxariT dasamaxsovreblad.

	kabina
mili
spilo
gul-mkerdi
abreSumi
Teatri
majis saaTi
xorbali
baliSi
goliaTi
	(
(
(
(
(
(
(
(
(
(


	mTliani qula (1 qula TiToeuli swori pasuxisTvis)


	/39


verbaluri sisxarte
wera
me minda warmoTqvaT imdeni sityva, ramdensac SeZlebT dawyebuli  aso ,p”- dan. Tqven gaqvT erTi wuTi. mzad xarT?
dawereT TiToeuli sityva da mianiWeT  qula 1 TiToeuli sityvisTvis. Nnu mianiWebT qulas gameorebebs.
cxovelebi
me minda, rom warmoTqvaT imdeni cxovelis saxeli, ramdensac SeZlebT, nebismieri saxis cxovelisa, dawyebuli nebismieri asoTi,  ,amas ara aqvs mniSvneloba’. Tqven gaqvT erTi wuTi, mzada xarT?

dawereT TiToeuli sityva da mianiWeT qula 1 TiToeul dasaxelebul cxovelze. nu mianiWebT qulas gameorebebs.
mTliani qula _____________

damateba : Zung depresiis Skala (mokle)
	
	iSviaTad an arasodes
	zogjer
	drois did monakveTSi
	umeteswilad

	Mme vgrZnob, rom daTrgunuli var    da mowyenili
	(
	(
	(
	(


	Ddilas yvelaze kargad var
	(
	(
	(
	(


	Mme problema maqvs daZinebisas
	(
	(
	(
	(


	Mme vWam imdens, ramdensac adre 
	(
	(
	(
	(


	Mme umizezod viRlebi
	(
	(
	(
	(


	me Znelad viReb gadawyvetilebebs
	(
	(
	(
	(


	Mme imediT vuyureb momavals
	(
	(
	(
	(


	Mme vgrZnob, rom sasargeblo da saWiro var
	(
	(
	(
	(


	Cemi cxovreba raRacnairad carielia
	(
	(
	(
	(


	Mme isev verTobi, rogorc adre verTobodi
	(
	(
	(
	(



avtorTa miTiTeba 44

Zung IDS indeqsi = 100 x totaluri   / 40
depresia => 70

damateba I: kvlevis mimdinareoba










damateba J: kvlevaSi CarTvis mimdinareobis sqema



Mmwvave kardialuri gulmkerdis tkivili





Aar aris ST segmentis elivacia





ST segmentis elivacia





Mmomatebuli kardialuri fermentebi








Mmomatebuli kardialuri fermentebi








Kkardialuri fermentebi ar aris momatebuli





ara-ST segmentis elevacia miokardiumis infarqtis dros (NSTEMI)





Aarastabiluri angina





ST elevacia miokardiumis infarqtis dros (STEMI)





warmosadgenad saukeTeso janmrTelobis mdgomareoba


























Seni janmrTelobis mdgomareoba dRes






































warmosadgenad yvelaze uaresi  janmrTelobis mdgomareoba








aRricxe potenciuri monawileebi


1. maRali riskis tiS (seqcia 3.2.2.)


2. iSemiuri, ara kardioemboliuri insultebi (seqcia 3.2.2.)














Tanxmoba monawilisgan, naTesavisgan, damoukidebeli mkurnalisgan





FBC forma





                       dRe 0


Seavse ZiriTadi forma da daarandomize onlain, iqtusidan 48 saaTSi intensiuri an gaidlainebiT mkurnalobisTvis, dRe 0 sisxlis sinjebi








tvinis imijingis forma





SAE/gamosavlis forma





                 dRe 7 (   1 ) forma


sisxli, FBC  da sxva sisxli





Hhospitlis SemTxvevaTa forma





                 dRe 35 (  3) forma


FBC   savaldebulo





           dRe 90 ( 7) Semdgomi dakvirveba


xorcieldeba centralurad TARDIS nacionalur sakoordinacio centrSi





Aasaki < 50 weli





simptomebi grZeldeba<24sT





CaerTo, rogorc insulti





gamoiricxa





diax





diax





diax 10wuTze





grZeldeba > 10wuTze








ara





ara





kiduris sisuste warmodgenilia OR; 2)kiduris  sisuste <1 saaTze, amJamad alagebulia, magram  saxis sisuste grZeldeba da/an 3) disfazia warmodgenilia da/an 4) hemianopia warmodgenilia (dadebiTi neiroimijingi aucilebelia)











1)kiduris sisuste


da/an 2) disfazia


grZeldeba > 10wuTze





1)kiduris sisuste da/an


2) disfazia


grZeldeba > 10wuTze














simptomebi


alagda





simptomebi 


grZeldeba








simptomebi grZeldeba 1 saaTze mets





simptomebi alagda





24-48 saaTi simptomebis ganviTarebidan








<24saaTze simptomebis ganviTarebidan





SeniSvna


1) neiroimijingi ar aris aucilebeli 


2) neiroimijingi aucilebelia iSemiuri insultisTvis, rom gamoiricxos ara insulti da hemoragia


3) izolirebuli hemianopiis dros neiroimijingma unda aCvenos iSemiuri insulti tvinis Sesabamis ubanSi (mag. kefis wilSi)











gamoiricxa





CaerTo, rogorc tiS





diax





ara





ara





gamoiricxa





CaerTo rogorc insulti





1) ABCD>4 da/an


2) kreSCendo tiS da/an


3) ukve ormag antiagregaciul Terapiazea





simptomebi grZeldeba>24sT











