
broSura: informacia pacientisTvis

gemnili 200mg fxvnili sainfuzio xsnaris dasamzadeblad
gemnili 1000mg fxvnili sainfuzio xsnaris dasamzadeblad

gemcitabini

yuradRebiT waikiTxeT broSura am preparatis miRebis dawyebamde:

-SeinaxeT broSura, SeiZleba is kidev dagWirdeT mkurnalobis dros

-Tu gagiCndebaT damatebiTi kiTxvebi, mimarTeT Tqvens mkurnal eqims an farmacevts.

-mocemuli samkurnalo saSualeba dageniSnaT piradad Tqven. ar gadasceT igi sxvas-aman SeiZleba ziani miayenos mis janmrTelobas maSinac ki Tu misi simptomebi Tqvenis msgavsia. 

-seriozuli gverdiTi efeqtebis ganviTarebisas, an iseTi gverdiTi efeqtebis ganviTarebisas, romlebic broSuraSi mocemuli ar aris mimarTeT Tqvens eqims, eqTans an farmacevts. 

broSuraSi:

1.ras aris gemnili da risTvis gamoiyeneba

2.preparat gemnilis miRebamde

3.rogor miiReba gemnili

4.SesaZlo gverdiTi efeqtebi

5.gemnilis Senaxvis pirobebi

6.damatebiTi informacia

1.ras aris gemnili da risTvis gamoiyeneba

gemnili miekuTvneba “citotoqsiuri” saSualebebis jgufs. es preparaatebi klavs gayofad ujredebs, kibos ujredebis CaTvliT.
gemnili SeiZleba gamoiyenon marto an sxva kibos sawinaaRmdego medikamentebTan erTad, kibos tipis mixedviT.

gemlini gamoiyeneba kibos Semdegi tipebis samkurnalod:

-filtvis aramcireujredovani kibo (NSCLC) marto an cisplatinTan erTad.

-paknreasis kibo.

-ZuZus kibo, paklitaqselTan erTad.

-sakvercxis kibo, karboplatinTan erTad.

-Sardis buStis kibo, cisplatinTan erTad.

2.preparat gemnilis miRebamde

gemnili ar unda miiRoT:

-Tu alergiuli (hipersensitiuri) xarT gemcitabinis an gemnilis sxva romelime ingredientis immarT.

-Tu bavSvs ZuZuTi kvebavT.

specialuri usafrTxoebis zomebi gemnilis miRebisas:

pirvel infuziamde agiReben sisxlis nimuSebs raTa Seafason gaqvT Tu ara Tirkmlis da RviZlis Sesabamisi funqcia. 

yovel infuziamde agiReben sisxlis nimuSebs raTa Seafason gaqvT Tu ara sakmarisi sisxlis ujredi gemnilis misaRebad.

Tqvenma eqimma SeiZleba gadawyvitos dozis Secvla an mkurnalobis gadadeba Tqveni zogadi mdgomareobis mixedviT an Tu sisxlis ujredebis raodenoba Zalian dabalia. 
periodulaT Tqven agiReben sisxlis nimuSebs Tirkmlis da RviZlis funqciis Sesafaseblad.

gTxovT acnoboT Tqvens eqims Tu:

-gaqvT an adre gqondaT RviZlis, gulis an sisxlZarRvTa daavadeba

-bolo dros CaitareT an unda CaitaroT radioTerapia

-bolo dros CaitareT vaqcinacia

-aRgeniSnebaT sunTqvis gaZneleba, an Tavs Zalian sustad grZnobT da Zalian fermkrTali xarT (es SeiZleba iyos Tirkmlis ukmarisobis niSani).

mamakacebs urCeven rom Svili ar iyolion gemniliT mkurnalobis dros da misi dasrulebidan 6 Tvis Semdeg. Tu Tqven gsurT mama gaxdeT mkurnalobis dros an misi dasrulebidan 6 Tvis ganmavlobaSi mimarTeT rCevisTvis eqims an farmacevts. SeiZleba isurvoT rCeva spermis konservaciaze mkurnalobis dawyebamde.

sxva preparatebis miReba

gTxovT acnobeT Tqvens eqims an saavadmyofos farmacevts Tu iRebT an ukanasknel dros miRebuli gaqvT raime preparati, vaqcinaciis da receptis gareSe gacemuli medikamentebis CaTvliT. 

orsuloba da ZuZuTi kveba

Tu orsulad xarT, an fiqrobT orsulobaze, mimarTeT eqims. gemnilis gamoyeneba Tavidan unda aicilon orsulobis dros. Tqveni eqimi TqvenTan erTad ganixilavs gemnilis miRebis potenciur risks orsulobis dros. 
Tu bavSvs ZuZuTi kvebavT, acnobeT eqims. 

gemniliT mkurnalobis dros unda SewyvitoT ZuZuTi kveba. 

avtomobilis marTva da meqanizmebis gamoyeneba

gemnilma SeiZleba gamoiwvios Zilianoba, gansakuTrebiT Tu miiReT alkoholic. ar ataroT manqana da ar gamoiyenoT meqanizmebi sanam ar darwundebiT, rom gemniliT mkurnaloba ar iwvevs Zilianobas.

mniSvnelovani informacia gemnilis zogierTi ingredientis Sesaxeb

gemnili Seicavs natriums, rac unda gaiTvaliswinon pacientebma, romlebic icaven marilis dabali Semcvelobis dietas. gemnili Seicavs 3.5mg (<1mmol) natriums yovel 200mg-ian flakonSi da 17.5mg0s (<1mmol) natriums yovel 1000mg-ian flakonSi. 

3.rogor miiReba gemnili

gemnils yovelTvis miiRebT infuziis saxiT oTxi venidan erT-erTSi. enfuzia gagrZeldeba daaxloebiT 30 wuTi.

is Tu ra sixSiriT da xangrZlivobiT miiRebT gemnilis infuzias, damokidebulia kibos tipze, romlis gamoc mkurnalobT.

gemnilis Cveuli dozaa 1000-1250mg sxeulis zedapiris yovel kvadratul metrze. Tqveni simaRle da wona izomeba sxeulis zedapiris gamosaTvlelad. Tqveni eqimi gamoiyenebs sxeulis zedapiris farTovs swori dozis gamosaTvlelad. dozireba SeiZleba Seicvalos, an mkurnaloba gadaidos Tqveni sisxlis ujredebis raodenobis an zogadi mdgomareobis mixedviT.

saavadmyofos farmacevti an eqimi ganazavebs gemnilis xsnars sanam mas gamoiyenebT.

Tu gaqvT damatebiTi kiTxvebi am produqtis gamoyenebaze mimarTeT eqims an farmacevts.

4.SesaZlo gverdiTi efeqtebi

rogorc yvela preparatma, gemnilmac SeiZleba gamoiwvios gverdiTi efeqtebi, Tumca isini yvelas ar uviTardeba. 

aRniSnuli gverdiTi efeqtebis sixSire ganisazRvreba Semdegnairad:

-Zalian xSiri: aRiniSneba 1 momxmarebelze metSi 10-idan

-xSiri: aRiniSneba 100idan 1-10 momxmarebelSi

-araxSiri: aRiniSneba 1-10 momxmarebelSi 1000-idan

-iSviaTi: aRiniSneba 1-10 momxmarebelSi 10000-idan

-ucnobia: sixSiris gansazRvra SeuZlebelia arseubli monacemebiT.

saswrafod unda mimarToT Tqven eqims Tu aRgeniSnebaT nebismieri movlena Semdegidan:

-cxeleba an infeqcia (xSiri): Tu gaqvT temperature 38°C an meti, oflianoba an infeqciis sxva niSnebi (radgan SeiZleba gqondeT normaze naklebi sisxlis TeTri ujredebi, rac Zalian xSiria).
-araregularuli guliscema (ariTmia) (sixSire ucnobia).

-tkivili, siwiTle, SeSupeba an wva pirSi (xSiri).

-alergiuli reaqciebi: Tu aRgeniSnebaT kanis gamonayari (Zalian xSiri)/qavili (xSiri) an cxeleba (Zalian xSiri).

-daRliloba, kolafsi, sunTqvis iolad SeCereba an sifermkrTale (radgan SeiZleba gqondeT hemoglobinis normaze dabali done rac Zalian xSiria).

-sisxldena RrZilebidan, cxviridan an piridan an nebismieri SeuCerebeli sisxldena, wiTeli an vardisferi Sardi, moulodneli  sisxlCaqcevebi (radgan SeiZleba gqondeT Trombocitebis normaze dabali done rac Zalian xSiria).

-sunTqvis siZneleebi (Zalian xSiria sunTqvis msubuqi siZneleebi gemnilis infuziidan male romelic swrafad gadis; Tumca araxSirad an iSviaTad SeiZleba iyos filtvis ufro seriozuli problemebic).

gemnilis gverdiTi efeqtebi SeiZleba moicavdes:

Zalian xSiri gverdiTi efeqtebi

hemoglobinis dabali done (anemia)

sisxlis TeTri ujredebis dabali done

Trombocitebis dabali done

sunTqvis gaZneleba

Rebineba

gulisreva

kanis gamonayari-alergiuli gamonayari, xSirad qaviliT

Tmis cvena

RviZlis problemebi: gamovlindeba sisxlis testis normidan gadaxriT

sisxliani Sardi

Sardis aranormaluri testebi: cila SardSi

gripis msgavsi simptomebi cxelebis CaTvliT
edema (terfebis, TiTebis, fexebis, saxis SeSupeba)

xSiri gverdiTi efeqtebi

cxeleba romelsac axlavs sisxlis TeTri ujredebis dabali ricxvi (febriluri neiTropenia)

anoreqsia (madis daqveiTeba)

Tavis tkivili

uZiloba

Zilianoba

xvela

cxviridan gamonadeni

Sekruloba

diarea

tkivili, siwiTle, SeSupeba an wva pirSi

qavili

oflianoba

kunTebis tkivili

zurgis tkivili

cxeleba

sisuste

wva

araxSiri gverdiTi efeqtebi

intersticialuri pnecmoniti (filtvis haerovani buStukebis dazianeba)

sasunTqi gzebis spazmi (qoSini)

aranormaluri gulmkerdis rentgeni/skanireba (fultvebis dazianeba)

iSviaTi gverdiTi efeqtebi

gulis Seteva (miokardiumis infarqti)

sisxlis dabali wneva

kanis aqercvla, dawyluleba an buStukebis warmoqmna.

ineqciis adgilis reaqciebi

Zalian iSviaTi gverdiTi efeqtebi

Trombocitebis raodenobis momateba

anafilaqsiuri reaqciebi (mwvaev hipersensitiuroba/alergiuli reaqciebi)

kanis gaTxeleba da mwvave buStukebi

gverdiTi efeqtebi ucnobi sixSiriT

guliscemis araregularuli sixSire (ariTmia)
mozrdilTa respiraciuli distres sindromi (filtvebis mwvave anTeba, romelic iwvevs sunTqvis ukmarisobas)
radiaciuli recidivi (kanis gamonayari msgavsi mzis damwvrobis) romelic SeiZleba ganviTardes kanze, romelic adre eqspozirebuli iyo radioTerapiisadmi. 

siTxe filtvebSi

filtvebis haeris buStukebis radiaciuli toqsiuri dazianeba dakavSirebuli radioTerapiasTan.

iSemiuri koliti (msxvili nawlavis anTeba, gamowveuli sisxlmomaragebis daqveiTebiT)

gulis ukmarisoba

Tirkmlis ukmarisoba

TiTebis an cera TiTebis gangrene
RviZlis seriozuli dazianeba, RviZlis ukmarisobis CaTvliT.

insulti

Tqven SeiZleba aRgeniSnebodeT am simptomebidan da/an mdgomareobebidan romelime. unda uTxraT Tqvens eqims rac SeiZleba male Tu romelime am gverdiT efeqts gamocdiT.

Tu romelime gverdiT efeqtze eWvi geparebaT, mimarTeT eqims. 

Tu romelime gverdiTi efeqti gamwvavedeba an aRniSnavT gverdiT efeqts, romelic am broSuraSi miTiTebuli ar aris, gTxovT mimarTeT Tqvens eqims.

5.gemnilis Senaxvis pirobebi

SeinaxeT bavSvebisTvis miuwvdomel adgilas.

ar gamoiyenoT kolofze miTiTebuli vadis gasvlis Semdeg.

vargisobis vada exeba Tvis bolo dResac.

gauxsneli flakoni: es samedicino produqti ar saWiroebs Senaxvis specialur pirobebs. 

aRdgenili xsnari: aRdgenili xsnari unda gamoiyenon maSinve. miTiTebis mixedviT momzadebisas, qimiuri da fizikuri stabiluroba narCundeba aRdgenidan 24 saaTis ganmavlobaSi. SeiZleba moxdes Semdegi ganzaveba eqimis mier. gemcitabinis aRdgenili xsnari ar unda gaiyinos, radgan SeiZleba ganviTardes kristalizacia. 

es preparati gankuTvnilia mxolod erTjeradi gamoyenebisTvis. gamouyenebeli xsnari unda ganadgurdes adgilobrivi moTxovnilebebis Sesabamisad.

6.damatebiTi informacia

ras Seicavs gemnili

aqtiuri nivTierebaa gemcitabini. yoveli flakoni Seicavs 200 an 1000mg gemcitabins (gemcitabinis hidroqloridis saxiT).

sxva ingredientebia: 

manitoli (E421)

natriumis acetate

qlorwyalbadmJava (pH koreqciisTvis)

natriumis hidroqsidi (pH koreqciisTvis)

rogor gamoiyureba gemnili da SefuTvis Semadgenloba

gemnili aris TeTri an moTeTro liofilizebuli fxvnili sainfuzio xsnaris dasamzadeblad flakonSi. yoveli flakoni Seicavs 200 an 1000mg gemcitabins,. gemnilis yoveli SefuTva Seicavs 1 flakons. 

marketingis uflebamosilebis mflobeli da mwarmoebeli

marketingis uflebamosilebis mflobeli:

vianeqs s.a

tatoius quCa, 18km aTens limia naSional road, 146 72 nea eriTrea

qveyana: saberZneTi

tel.:00302108009111-120

faqsi: 0030 210 8071573

el-fosta: mailbox@vianex.gr
mwarmoebeliL

vianeqs s.a-plant c
16-e km maraTonos gamziri, 153 51 palini attiki, aTeni

qveyana: saberZneTi

tel.:0030 210 6666402

faqsi.:0030 210 6666424

es broSura bolos damtkicda...

Semdegi informacia gankuTvnilia mxolod samedicino sferos profesionalebisTvis:

gamoyenebis, Senaxvis da ganadgurebis instruqcia:

1.gamoiyeneT aseptiuri teqnika intravenurad sainfuzio gemcitabinis aRdgenis da Semdgom ganzavebisTvis. 

2.adTvaleT doza da gemnilis flakonebis saWiro raodenoba.

3.natriumis qloridi saineqcio, 0.9%iani xsnari damcvelebis gareSe aris erTad erTi gamarTlebuli gamxsneli gemcitabinis steriluri fxnilis aRdgenisTvis. SeuTavsebloba sxva preparatebTan ar Semowmebula, aqedan gamomdinare, rekomendebuli ar aris gemcitabinis sxva preparatebTan areva aRdgenis dros. 

4.aRadgineT 200mg flakoni 5ml natriumis qlorodis steriluri (0.9%) saineqcio xsnaris 9mg/ml-Ti damcvelebis gareSe, an 20ml natriumis steriluri saineqcio xsnariT damcvelebis gareSe 1000mg flakoni. SeanjRieT ganzavebisTvis. aRdgenis Semdeg saerTo moculoba aris 5.26ml (200mg flakoni) an 26.3ml (1000mg flakoni). es ganzaveba Seicavs gemcitabinis koncentracias 38mg/ml, romelic moicavs ganawilebis moculobis gamoTvlas liofilizebuli fxvnilisa. Semdgomi ganzaveba SeiZleba moxdes natriumis qloridis steriluri 9mg/ml (0.9%) xsnariT, damcvelebis gareSe.

5.gemcitabinis aRdgenili xsnari unda Seinaxon oTaxis temperaturaze (15-30°C) da gamoiyenon 24 saaTis ganmavlobaSi. qimiuri da fizikuri stabiluroba gamoyenebisas aRiniSna aRdgenidan 24 saaTis ganmavlobaSi. mikrobiologiuri TvalsazrisiT, aRdgenili xsnari unda gamoiyenon maSinve. Tu gamoyeneba maSinve ar xdeba, Senaxvis dro da pirobebi gamoyenebamde momxmareblis pasuxismgeblobaa da normaSi ar unda aWarbebdes 24 saaTs oTaxis temperaturaze, sanam aRdgena (da Semdgomi ganzaveba Tu dasaSvebia) ar moxdeba kontrolirebul da aseptiur pirobebSi.
aRdgenili gemcitabinis xsnari ar unda gaiyinos, radgan SeiZleba ganviTardes kristalizacia.

6.parenteruli preparatebi unda Semowmdes feris cvlilebaze gamoyenebamde. Tu aRiniSneba raime cvlileba, gamoyeneba ar unda moxdes. 

7.gemcitabinis xsnari gankuTvnilia mxolod erTjeradi gamoyenebisTvis. nebismieri gamouyenebeli produqti an narCeni masala unda ganadgurdes lokaluri moTxovnilebebis mixedviT.

momzadeba da gamoyenebis usafrTxoebis zomebi

normaluri usafrTxoebis zomebis citostatiuri agentebisTvis unda daiwvan sainfuzio xsnaris damzadebis da ganadgurebis dros. sainfuzio xsnaris Senaxva unda moxdes usafrTxoebis boqsSi da damcveli xalaTebiT da xelTaTmanebis gamoyenebiT. Tu mxolod usafrTxoebis boqsi arsebobs, aRWurviloba unda momaragdes niRbiT an damcavi saSualebebiT. 

fxvnilTan an ganzavebul xsnarTan kanis kontaqtisas, dazianebuli zona unda saswrafod gairecxos sapniT da wyliT. lorwovanTan kontaqtisas koncentrirebuli an ganzavebuli xsnarisa, lorwovani unda gairecxos wyliT maSinve. Tu xdeba preparatis TvalebTan kontaqti, SeiZleba ganviTardes seriozuli gaRizianeba. Tvalebi saswrafod unda amoirecxon wyliT. Tu gaRizianeba grZeldeba, saWiroa eqimis konsultacia. Tu kanze daiRvreba xsnari, saWiroa misi wyliT garicxva.

ganadgureba

nebismieri gamouyenebeli produqti unda ganadgurdes adgilobrivi moTxovnilebebis mixedviT. 
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