

gamoyenebis instruqcia: informacia pacientisaTvis

saWiroa instruqciis gacnoba medikamentis usafrTxo da efeqtiani gamoyenebisaTvis

Prapo-gliklazidi MR
gliklazidis modificirebuli gamoTavisuflebis tabletebi
gliklazidis modificirebuli gamoTavisuflebis gatexvadi tabletebi

saWiroa instruqciis yuradRebiT wakiTxva apo-gliklazidi MR-is miRebis dawyebamde da yovelTvis mkurnalobis xelaxla dawyebamde.. instruqcia warmoadgens Sejamebas da ar moicavs srul informacias medikamentis Sesaxeb. saWiroa samedicino specialistTan konsultacia pacientis janmrTelobis mdgomareobisa da mkurnalobis, da apo-gliklazidi MR-is Sesaxeb axali informaciis misaRebad. 

risTvis gamoiyeneba apo-gliklazidi MR?
apo-gliklazidi MR gamoiyeneba sisxlSi glukozis donis dasaqveiTeblad me-2 tipis Saqriani diabetis mqone zrdasrulebSi dietasTan da fizikur varjiSTan erTad,

rogor moqmedebs apo-gliklazidi MR?
apo-gliklazidi MR miekuTvneba hipoglikemiuri (antidiabeturi) medikamentebis jgufs da sulfonilSardovanas medikamentebis qvejgufs. is aumjobesebs organizmis mier insulinis gamoTavisuflebas.

apo-gliklazidi MR-is ingredientebi
aqtiuri nivTiereba:  gliklazidi
damxmare nivTierebebia:
· apo-gliklazidi MR 30 mg tabletebi Seicavs: koloiduri siliciumis dioqsidi, hidroqsipropil meTilceluloza da stearis mJava.
· apo-gliklazidi MR 60 mg tabletebi Seicavs: koloiduri siliciumis dioqsidi, hipromeloza, laqtoza da stearis mJava.

apo-gliklazidi MR xelmisawvdomia Semdegi dozirebis formebiT:
· 30 mg modificirebuli gamoTavisuflebis tabletebi
· 60 mg modificirebuli gamoTavisuflebis gatexvadi tabletebi

apo-gliklazidi MR ar gamoiyeneba:
· Tu pacienti alergiulia gliklazidis, sxva sulfonSardovanas, sulfonamidebis an medikamentis sxva romelime ingredientis mier;
· Tu pacients aReniSneba arastabiluri da/an insulin-damokidebuli I tipis diabeti Saqriani diabeti (kerZod, iuveniluri diabeti);
· Tu pacients aReniSneba diabeturi ketoacidozi (DKA);
· Tu pacients aReniSneba diabeturi prekoma da koma;
· Tu pacients aReniSneba seriozuli infeqcia, travma an Caitara qirurgiuli operacia;
· Tu pacients aReniSneba RviZlis mZime problemebi;
· Tu pacients aReniSneba Tirkmlis mZime problemebi;
· Tu pacienti itarebs mkurnalobas mikonazoliT (gamoiyeneba sokovani an safuara sokoebis infeqciebis dros);
· orsulobis dros; 
· ZuZuTi kvebis dros.

gverdiTi movlenebis Tavidan asacileblad da saTanadod gamosayeneblad saWiroa mkurnal eqimTan konsultacia apo-gliklazidi MR-is miRebis dawyebamde. mkurnal eqims unda ecnobos janmrTelobis nebismieri mdgomareobis an problemis Sesaxeb, romelic aReniSneba pacients, maT Soris:
· Tu pacients aReniSneba an aReniSneboda RviZlis problemebi;
· Tu pacients aReniSneba an aReniSneboda Tirkmlis problemebi;
· orsulobis dros an orsulobis dagegmvis SemTxvevaSi;
· ZuZuTi kvebis dros;
· Tu pacients aReniSneba sisxlis daavadeba - glukoza-6-fosfatis dehidrogenazis (G6PD) deficitiT gamowveuli anemia (mdgomareoba, roca eriTroocitebi iSleba saWiroze ufro swrafad);
· Tu pacients aReniSneba porfiria (mdgomareoba, romelic iwvevs iseTi nivTierebebis dagrovebas organizmSi, romlebic iwvevs kanis, nervuli sistemisa da organizmis sxva adgilebSi simptomebs);
· Tu pacients aReniSneba laqtozis autanloba (apo-gliklazidi MR 60 mg Seicavs laqtozas).

sxva gafrTxilebebi, romelTa Sesaxebac unda icodes pacientma:
· efeqti sisxlSi Saqris doneebze
· sisxlSi Saqris dabali done (hipoglikemia)
· apo-gliklazidi MR-ma SeiZleba gamowvios sisxlSi Saqris daqveiTeba (hipoglikemia). saWiroa samedicino specialistTan konsultacia sisxlSi Saqris donis daqveiTebis simptomebis Sesaxeb da Tu ra unda moiqmedos pacientma am dros. aseve, aucilebelia sisxlSi Saqris donis gazomva eqimis miTiTebebis Sesabamisad.
· ix. seriozuli gverdiTi movlenebis cxrili sisxlSi Saqris dabali donis (hipoglikemiis) simptomebisaTvis.
Tu pacients aReniSneba es simptomebi:
saWiroa Saqris Semcveli sakvebis an sasmelis dauyovnebliv miReba. Saqris kargi wyaroebia:
· forToxlis wveni;
· simindis sirofi;
· Tafli;
· Saqris natexebi an sufris Saqari (wyalSi gaxsnili).
· sisxlSi Saqris maRali doneebi (hiperglikemia):
· SesaZloa, sisxlSi Saqris done Zalian maRali iyos (mdgomareoba, romelsac hiperglikemia ewodeba), Tu pacients aqvs sicxe, infeqcia, gadaitana operacia an travma (stresuli mdgomareobebi);
· aseT SemTxvevebSi pacienti unda daukavSirdes samedicino specialists, radgan SesaZloa saWiro gaxdes medikamentebis dozis koreqtireba;
· sisxlSi Saqris maRali donis simptomebia: wyurvili, xSiri Sardva, piris simSrale, kanis simSrale da qavili, kanis infeqciebi da Sromisunarianobis daqveiTeba.
· kanis seriozuli reaqciebi (mag.: DRESS sindromi, stivens-jonsonis sindromi, toqsikuri epidermuli nekrolizi, bulozuri pemfigoidi, hipermgrZnobelobiTi sindromi): nebismieri qvemoT CamoTvlili simptomebis kombinacia: wiTeli, qaviliT mimdinare gamonayari buStukebiTa da kanis aqercvliT, romelic vlindeba tuCebze, Tvalebze, piris RruSi, cxviris gasavlebSi an sasqeso organoebze. 
· pacients aseve SeiZleba hqondes cxeleba, Semcivneba, Tavis tkivili, xvela, sxeulis tkivili an saxsrebis tkivili;
· pacients SeiZleba hqondes Ria an muqi feris Sardi, yviTeli feris kani an Tvalebi;
· Tu pacients aReniSneba es simptomebi, dauyovnebliv unda Sewydes apo-gliklazidi MR-is miReba da saWiroa samedicino specialistTan mimarTva.
· bavSvebi da mozardebi (18 wlamde asakis):
apo-gliklazidi MR ar aris rekomendebuli 18 wlamde asakis pacientebSi gamoyenebisaTvis.
· avtomobilisa da sxva meqanizmebis marTva:
pacientis yuradReba da reaqciebi SeiZleba daqveiTdes sisxlSi Saqris dabali donis (hiperglikemiis) gamo, gansakuTrebiT apo-gliklazidi MR-iT mkurnalobis dasawyisSi. ramac SeiZleba daaqveiTos avtomobilisa da sxva meqanizmebis marTvis unari.

mkurnal eqims unda ecnobos yvela medikamentis Sesaxeb, romlesac iRebs pacienti, vitaminebis, mineralebis, bunebrivi danamatebis an alternatiuli medikamentebis CaTvliT.

	wamlebis seriozuli urTierTqmedebebi
dauSvebelia apo-gliklazidi MR-is (gliklazidis) miReba, Tu pacienti aseve iRebs mikonazols (medikamenti, romelic gamoiyeneba baqteriuli an safuara sokovani infeqciebis dros).



qvemoT mocemuli medikamentebi SeiZleba urTierTqmedebaSi Sevidnen apo-gliklazid MR-Tan:
· medikamentebi, romlebic gamoiyeneba diabetis samkurnalod, rogoricaa sxva antidiabeturi saSualebebi;
· baqteriuli infeqciebis samkurnalo medikamentebi (antibiotikebi), rogoricaa: sulfonamidebi klariTromicini, ftorqinolonebi;
· Tu apo-gliklazidi MR erTdroulad miiReba ftorqinolonebTan, SeiZleba ganviTardes sisxlSi Saqris maRali an dabali doneebi;
· saWiroa samedicino specialistTan mimarTva sisxlSi Saqris doneebis monitoringisaTvis, Tu pacienti am medikamentebs iRebs erTdroulad. es gansakuTrebiT mniSvnelovania, Tu pacienti xandazmulia;
· tuberkulozis sawinaaRmdego medikamentebi;
· sokos sawinaaRmdego medikamentebi, rogorica flukonazoli;
· anTebis samkurnalo medikamentebi (arasteroiduli antianTebiTi preparatebi (NSAID)), rogoricaa: fenilbutazoni da kortikosteroidebi;
· salicilatebi (gamoiyeneba tkivilis, cxelebis da anTebis samkurnalod), rogoricaa: acetilsalicilis mJava;
· maRali arteriuli wnevis da gulis garkveuli mdgomareobebis samkurnalo medikamentebi, rogorica:
· angiotenzinis gardamqmneli fermentis (agf) inhibitorebi;
· beta-blokatorebi;
· diuretikebi, rogoricaa: Tiazidebi, furosemidi.
· sisxlis gamaTxevadeblebi (antikoagulantebi), rogoricaa varfarini;
· medikamentebi, romlebic gamoiyeneba sisxlSi cximebis maRali donis dros, rogoricaa: fibratebi da nikotinis mJava 
· H2-receptoris antagonistebi (gamoiyeneba kuWis mJavis refluqsis/gulZmarvis dros)
· monoaminis oqsidazis inhibitorebi (gamoiyeneba depresiis samkurnalod)
· qlorpromazini (gamoiyeneba garkveuli fsiqikuri mdgomareobebis samkurnalod)
· probenecidi (gamoiyeneba sisxlSi SardmJavis maRali donisa da podagris dros)
· medikamentebi, romlebic gamoiyeneba asTmis dros, rogoricaa: salbutamoli da terbutalini;
· ritodrini (gamoiyeneba naadrevi mSobiarobis SesaCereblad);
· gulyrebis samkurnalo medikamentebi (barbituratebi), rogoricaa; sedatiuri da gulyrebis sawinaaRmdego medikamentebi;
· Casaxvis sawinaaRmdego abebi, romlebic gamoiyeneba kontracepciisaTvis, rogoricaa: estrogeni progestogenTan erTad,
· danazoli (gamoiyeneba sarZeve jirkvlebSi cistebisa da endometriozis dros, mdgomareoba, roca saSvilosnos garsis msgavsi qsovili izrdeba saSvilosnos gareT);
· krazana, mcenareuli produqti, romelic gamoiyeneba depresiis samkurnalod 
· krazanas da apo-gliklazidi MR-is erTdroulad miRebam SeiZleba gamoiwvios sisxlSi Saqris maRali done da sisxlSi Saqris kontrolis garTuleba.
· alkoholi.
· ar aris rekomendebuli alkoholuri sasmelebisa da alkoholis Semcveli medikamentebis miReba apo-gliklazidi MR--is miRebisas, radgan SeiZleba gamoiwvios sisxlSi Saqris donis dacema.

iseTma medikamentebma, rogoricaa Sardmdenebi, kortikosteroidebi, peroraluri kontraceptivebi, qlorpromazini, ritodrini, salbutamoli, terbutalini, danazoli da nikotinis mJava, SeiZleba gamoiwvion sisxlSi Saqris maRali done. sisxlSi Saqris maRali donis (hiperglikemiis) Sesaxeb damatebiTi informaciisTvis ixileT paragrafi „sxva gafrTxilebebi“.

apo-gliklazidi MR-is miRebis wesi
· apo-gliklazidi MR-is miReba unda moxdes zustad samedicino specialistis daniSnulebis mixedviT. saWiroa sameidicno specialistTan mimarTva, Tu pacienti ar aris darwmunebuli;
· apo-gliklazidi MR miiReba erTxel dReSi sauzmis dros; 
· 30 mg tableti ar iyofa. is unda gadaiylapos mTlianad, Wiqa wyalTan erTad;
· 60 mg tabletebi SeiZleba gaiyos;
· dauSvebelia nebismieri dozis tabletebis gasresva an daReWva.

rekomendebuli doza:
30 mg dReSi, rac aris erTi tableti apo-gliklazidi MR 30 mg an naxevari tableti apo-gliklazidi MR 60 mg an apo-gliklazidi MR 30 mg.
dRiurma dozam ar unda gadaaWarbos 120 mg-s.

saWiroa samedicino specialistTan konsultacia sisxlSi Saqris donis Semowmebis Sesaxeb. sisxlSi Saqris donis analizi unda moxdes eqimis miTiTebebis Sesabamisad, raTa gakontroldes sisxlSi Saqris done.

mkurnali eqimi Seamowmebs pacientis mdgomareobas regularuli vizitebis dros, gansakuTrebiT medikamentiT mkurnalobis dasawyisSi. 

dozis gadaWarbeba:
	Tu pacienti an momvleli fiqrobs, rom pacientma miiRo didi raodenobiT apo-gliklazidi MR, dauyovnebliv unda daukavSirdes samedicino specialists, saavadmyofos emerjensis ganyofilebas an intoqsikaciis kontrolis regionul centrs, simptomebis ararsebobis miuxedavad.




dozis gamotoveba:
medikamentis dozis gamotovebisas daviwyebuli doza unda iqnes gamotovebuli. Semdegi dozis miReba unda moxdes Semdeg dRes Cveul dros. dauSvebelia dozis gaormageba.

apo-gliklazidi MR-is SesaZlo gverdiTi movlenebi
es ar aris yvela SesaZlo gverdiTi movlena, romelic SeiZleba ganviTardes apo-gliklazidi MR-iT mkurnalobis dros. Tu pacients aReniSneba romelime gverdiTi movlena, romelic ar aris CamoTvlili instruqciaSi, unda acnobos mkurnal eqims.
· hipoglikemia (sisxlSi Saqris dabali done)
· hiperglikemia (sisxlSi Saqris maRali done)
· virusuli infeqcia
· cxviris, sinusebis an yelis (zeda sasunTqi gzebis infeqcia)
· surdo
· yelis tkivili
· xvela
· welis, kunTebisa da saxsrebis tkivili
· Tavis tkivili
· maRali arteriuli wneva (hipertenzia)
· stenokardia (mkerdis areSi tkivili)
· fexebis SeSupeba
· faRaraTi
· yabzoba
· muclis tkivili
· gulisreva
· Tavbrusxveva
· gamonayari kanze
· qavili
· depresia
· saSarde gzebis infeqcia
· Tvalebis siwiTle (koniunqtiviti)

	seriozuli gverdiTi movlenebi da maTi marTva

	simptomebi/efeqtebi
	
unda ecnobos mkurnal eqims an farmacevts

	unda Sewydes preparatis miReba da  saWiroa gadaudebeli samedicino daxmareba 

	
	
mxolod mZime SemTxvevaSi
	
yvela SemTxvevaSi
	

	xSiri 
	
	
	

	sisxlSi Saqris dabali done (hipoglikemia): SfoTvis SegrZneba, mkerdSi tkivili an zewolis SegrZneba, Semcivneba, webovani kani,
civi ofli, cnobierebis dabindva,
civi fermkrTali kani, depresia,
koncentraciis gaZneleba, Tavbrusxveva,
Zlieri SimSilis grZnoba, 
swrafi an araregularuli guliscema, 
Tavis tkivili, maRali arteriuli wneva, gulisreva, 
nevrozuloba, kankali, qoSini,
barbaciT siaruli, uCveulo daRliloba an sisuste.
	
	


	

	araxSiri 
	
	
	

	mkerdSi tkivili an zewolis SegrZneba da/an qoSini
	
	
	


	SeSupeba, fexebis SeSupeba an wonaSi moulodneli momateba
	
	

	

	gamonayari kanze, siwiTle, qavili an WinWris cieba
	
	
	


	moulodneli cxeleba, Semcivneba an yelis tkivili
	
	
	


	kanis an Tvalebis gayviTleba, muqi feris Sardi an Ria yavisferi ganavali (e.w. siyviTle)

	
	
	


	Zalian iSviaTi
	
	
	

	sisxlZarRvebis alergiuli anTeba (vaskuliti))
	
	
	

	sisxlis cvlilebebi Semdeg simptomebTan erTad:
yelis tkivili, cxeleba, piris RruSi wylulebi, uCveulo sisxldena an sisxlCaqcevebi, eriTrocitebis raodenobis Semcireba (anemia)
	
	
	

	sisxlSi natriumis dabali done Semdegi simptomebis kombinaciasTan erTad: daRliloba, sisuste da cnobierebis dabindva (hiponatriemia)
	
	
	

	qsovilebis swrafi SeSupeba, kerZod: quTuToebis, saxis, tuCebis, piris, enis an xorxis, romelmac SeiZleba gamoiwvios sunTqvis gaZneleba (angionevrozuli SeSupeba)
	
	
	

	kanis mZime reaqciebi (DRESS sindromi, stivens-jonsonis sindromi, toqsikuri epidermuli nekrolizi, bulozuri pemfigoidi, hipermgrZnobelobiTi sindromi): nebismieri qvemoT CamoTvlili simptomebis kombinacia: wiTeli qaviliT mimdinare gamonayari buStukebiTa da kanis aqercvliT, romelic vlindeba tuCebze, Tvalebze, piris RruSi, cxviris gasavlebSi an sasqeso organoebze. xSirad Tan axlavs cxeleba, Semcivneba, Tavis tkivili, xvela, sxeulis tkivili an saxsrebis tkivili. SeiZleba aRiniSnos Sardvis Semcireba da muqi Sardi, kanisa da Tvalebis gayviTleba
	
	
	


 	
Tu viTardeba Semawuxebeli simptomi an iseTi gverdiTi movlena, romelic ar aris CamoTvlili instruqciaSi, an gverdiTi movlena pacientis yoveldRiur aqtivobaze axdens gavlenas, saWiroa samedicino specialistTan mimarTva.
	gverdiTi movlenebis Sesaxeb Setyobineba
samkurnalo produqtebis gamoyenebasTan dakavSirebuli nebismieri savaraudo gverdiTi movlenis ganviTarebis SemTxvevaSi kanadis jandacvas SeiZleba ecnobos Semdegi gziT:
· gverdiTi movlenebis Setyobinebis Sesaxeb vebgverdiT (http://www.canada.ca/en/health-canada/services/drugs-health-products/medeffect-canada/adverse-reaction-reporting.html) informaciis misaRebad, rogor unda moxdes Setyobineba onlain, fostiT an faqsiT; an
· ufaso telefonis nomerze: 1-866-234-2345
SeniSvna: gverdiTi movlenebis marTvis Sesaxeb informaciis misaRebad, saWiroa jandacvis specialistTan mimarTva. kanadis usafrTxoebis programis mier ar xdeba samedicino xasiaTis rCevebis miwodeba.



Senaxva:
· preparati inaxeba bavSvebisTvis da Sinauri cxovelebisaTvis miuwvdomel adgilas
· apo-gliklazidi MR 30 mg tabletebi: inaxeba oTaxis temperaturaze 15-25⁰C, nestisagan dacul adgilas.
· apo-gliklazidi MR 60 mg tabletebi: inaxeba oTaxis temperaturaze 15-30⁰C, nestisagan dacul adgilas. 
· dauSvebelia preparatis gadagdeba sakanalizacio wyalSi an sayofacxovrebo nagavSi. nebismieri gamouyenebeli preparatis ganadgurebis Sesaxeb informaciis misaRebad saWiroa farmacevtTan mimarTva. aRniSnuli RonisZiebebi emsaxureba garemos dacvas.

[bookmark: _GoBack]apo-gliklazidi MR-is Sesaxeb damatebiTi informaciis misaRebad:
· saWiroa samedicino specialistTan mimarTva;
· samedicino specialistebisaTvis gankuTvnili produqtis sruli monografiis, moicavs pacientebisaTvis medikamentis Sesaxeb informaciasac, gacnoba Sesalebelia kanadis jandacvis vebgverdze: (https://www.canada.ca/ en/health-canada/services/drugs-health-products/drug-products/ drug-product-database.html); mwarmoeblis vebgverdze: http://www/apotex.ca/products  an telefonze darekviT: 1-800-667-4708.

aRniSnuli instruqcia momzadda: apoteqs ink, toronto, ontario, M9L 1T9.

ukanaskneli Sesworebis TariRi: 2024 wlis 02 maisi.


