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Sommarju tal-EPAR ghall-pubbliku

Clopidogrel/Acetylsalicylic acid Teva

clopidogrel / acetylsalicylic acid

Dan huwa sommarju tar-rapport pubbliku Ewropew ta' valutazzjoni. (EPAR) ghal
Clopidogrel/Acetylsalicylic acid Teva. Dan jispjega kif I-Agenzija vvalutat il-medicina biex
tirrakkomanda l-awtorizzazzjoni tieghu fl-UE u I-kondizzjonijiet £a"uzu tieghu. Dan mhux intiz biex
jipprovdi konsultazzjoni prattika dwar I-uzu ta’ Clopidogrel/Acetyisalicylic acid Teva.

Ghal informazzjoni prattika dwar |-uzu ta’ Clopidogrel/Acetylsalicylic acid Teva, il-pazjenti ghandhom
jagraw il-fuljett ta’ taghrif jew jikkuntattjaw lit-tabib-jewlill-ispizjar taghhom.

X’inhu Clopidogrel/Acetylsalicyliciacid Teva u ghal xiex jintuza?

Clopidogrel/Acetylsalicylic acid Teva iuwa medicina biex tragqaq id-demm li fiha zewg sustanzi attivi,
clopidogrel u acetylsalicylic acid. Jintuza biex jipprevjeni problemi kkawzati minn emboli tad-demm ,
bhal attakki tal-galb, f'adulti li.diga-geghdin jiehdu kemm clopidogrel kif ukoll acetylsalicylic acid
(maghrufin b’'mod komuni bhala aspirina) bhala pilloli separati. Jista’ jintuza fil-gruppi ta’ pazjenti li
gejjin li ghandhom kundizzjoni maghrufa bhala ‘sindromu koronarju akut’:

e pazjenti li ghandhont angina instabbli (tip ta’ ugigh sever fis-sider) jew kellhom attakk tal-qgalb
b’ebda ‘elevazzjoni tas-segment ST’ (qari anormali fuq I-ECG jew elettrokardjogramma), inkluzi
dawk li geghdin ikollhom stent (tubu gasir) inserit fl-arterja biex jipprevjeniha milli taghlaq;

e pazjenti li\geghdin jigu trattati ghal attakk tal-galb b’elevazzjoni tas-segment ST, meta t-tabib
jahseb li sejrin jibbenefikaw mill-kura biex tholl I-emboli tad-demm.

Kif jintuza Clopidogrel/Acetylsalicylic acid Teva?

Clopidogrel/Acetylsalicylic acid Teva huwa disponibbli bhala pilloli li fihom 75 mg clopidogrel, jew b’75
mg jew 100 mg acetylsalicylic acid. Din il-medicina tittiehed bhala pillola wahda kuljum flok il-pilloli ta’
clopidogrel u acetylsalicylic acid li I-pazjent kien diga gieghed jiehu separatament.

Clopidogrel/Acetylsalicylic acid Teva jista’ jinkiseb biss b'ricetta ta’ tabib.
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Kif jahdem Clopidogrel/Acetylsalicylic acid Teva?

1z-zewg sustanzi attivi fi Clopidogrel/Acetylsalicylic acid Teva, clopidogrel u acetylsalicylic acid, huma
medicini kontra I-plejtlits. Dan ifisser li jghinu jipprevjenu celloli tad-demm imsejha plejtlits milli jehlu
flimkien u jiffurmaw emboli tad-demm, b’hekk jghinu jipprevjenu attakk tal-qalb iehor.

Clopidogrel iwaqqaf il-plejtlits milli jehlu flimkien billi jimblokka sustanza imsejha ADP milli tehel ma’
ricettur specjali fuq il-wi¢¢ taghhom. Dan iwaqgaf il-plejtlits milli jigu ‘jwahhlu’, b’hekk jitnagqgas ir-
riskju li tifforma embola tad-demm. Acetylsalicylic acid iwaqqgaf il-plejtlits milli jehlu flimkien billi
jimblokka enzima prostaglandin cyclo-oxygenase. Dan inaqgas il-produzzjoni ta’ sustanza msejha
thromboxane, li normalment tghin lill-emboli tad-demm jiffurmaw billi tghaqgqgad il-plejtlits flimkien/ 11-
kombinazzjoni taz-zewg sustanzi attivi ghandha effett addittiv, u tnaqqgas ir-riskju li jiffurmaw emboli
tad-demm iktar miz-zewg medicini separati.

Iz-zewg sustanzi attivi ilhom disponibbli fl-Unjoni Ewropea (UE) ghal diversi snin. Clopidogrel ilu
awtorizzat mill-1998 ghat-tnaqgis ta’ aggregazzjoni tal-plejtlits, u ta’ spiss jintuza f'lkombinazzjoni ma
acetylsalicylic acid. Acetylsalicylic acid ilu disponibbli ghal aktar minn 100 sena.

’

X’inhuma I-beneficcji ta’ Clopidogrel/Acetylsalicylic acid Teva li hargu mill-
istudji?

Minhabba li z-zewgd sustanzi ntuzaw flimkien ghal numru ta’ snin,.iltkkumpanija pprezentat ir-rizultati ta’
studji li juru li s-sustanzi attivi fi Clopidogrel/Acetylsalicylic acid Teva jigu assorbiti mill-gisem bl-istess
mod meta jittiehdu f'pillola wahda bhal meta z-zewg medicini.jittiehdu separatament. Ipprezentat ukoll
ir-rizultati ta’ 3 studji precedenti li involvew total ta’ ‘I Tug.minn 61,000 pazjenti b’angina instabbli jew

li kellhom attakk tal-galb, li wrew li I-kombinazzjoni ta’ ¢lopidogrel u acetylsalicylic acid mehudin bhala
pilloli separati kienu iktar effettivi biex jipprevjenu avvenimenti bhal attakki tal-qalb milli acetylsalicylic
acid wahdu.

X’inhuma r-riskji asso¢jati ma” Clopidogrel/Acetylsalicylic acid Teva?

L-effetti sekondarji I-aktar komuni bi Clopidogrel/Acetylsalicylic acid Teva (li jistghu jaffettwaw lil aktar
minn 1 minn kull 10) huma ematoma (gbir ta’ demm taht il-gilda), epistassi (fgir), emorragija
gastrointestinali (fsada fl-istonku u fl-imsaren), dijarea, ugigh addominali (ugigh fl-istonku), dispepsja
(hruqg ta’ stonku), tbengilu fsada fejn il-gilda hija mtaggba. Ghal-lista shiha tal-effetti sekondarji
kollha rrappurtati bi Clopidcgrel/Acetylsalicylic acid Teva, ara I-fuljett ta’ taghrif.

Clopidogrel/Acety!salicylic acid Teva ma jistax jintuza f'persuni li ghandhom sensittivita ec¢¢essiva
(allergici) ghal clapidogrel, medicini mhux sterojdi kontra I-inffammazzjoni (NSAIDs, uzati biex itaffu I-
ugigh u l-infjammazzjoni) bhal acetylsalicylic acid, jew xi ingredjenti ohra fi Clopidogrel/Acetylsalicylic
acid Teva. M‘ghandux jintuza f'pazjenti li ghandhom xi marda li gieghda tikkawza emorragija, bhal
ulceri-fl-istonku jew emorragija fil-mohh, jew f'‘pazjenti b’'mastocytosis (livelli gholjin ta’ ¢certu celloli
tad-demm bojod imsejha celloli mast). M’ghandux jintuza f'‘pazjenti li ghandhom funzjoni tal-fwied jew
tal-kliewi indebolita b'mod sever, jew li ghandhom kundizzjoni medika li tinkludi kombinazzjoni ta’
azzma, rinite (imnieher imblukkat u jgattar) u polipi nazali (tkabbir fl-inforra tal-imnieher).
Clopidogrel/Acetylsalicylic acid Teva m’ghandux jintuza waqt I-ahhar tliet xhur ta’ tqala.

Ghaliex gie approvat Clopidogrel/Acetylsalicylic acid Teva?
II-Kumitat ghall-Prodotti Medicinali ghall-Uzu mill-Bniedem (CHMP) iddecieda li I-benefic¢ji ta’

Clopidogrel/Acetylsalicylic acid Teva huma akbar mir-riskji tieghu u rrakkomanda li jkun approvat
ghall-uzu fl-UE.
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Is-CHMP innota li z-zewg sustanzi attivi fi Clopidogrel/Acetylsalicylic acid Teva intuzaw ghal diversi snin
biex inaqqsu r-riskju ta’ attakk tal-galb u meta jittiehdu flimkien jistghu jnaggsu r-riskju iktar minn kull
komponent jista’ wahdu. Il-Kumitat ikkunsidra wkoll li kombinazzjoni taz-zewg sustanzi f'pillola wahda

tissimplifika I-kura ghall-pazjenti peress li jkollhom jiehdu inqgas pilloli.

X'mizuri qeghdin jittehdu biex jigi zgurat I-uzu sigur u effettiv ta’
Clopidogrel/Acetylsalicylic acid Teva?

Gie zviluppat pjan ta' gestjoni tar-riskju biex jigi zgurat li Clopidogrel/Acetylsalicylic acid Teva jintuza
bl-aktar mod sigur possibbli. Abbazi ta’ dan il-pjan, fis-sommarju tal-karatteristici tal-prodott u I-fuijett
ta’ taghrif giet inkluza informazzjoni rigward is-sigurta ta’ Clopidogrel/Acetylsalicylic acid Teva, inkluzi
I-prekawzjonijiet xierga li ghandhom jigu segwiti mill-professjonisti tal-kura tas-sahha u |-pazjenti.

Aktar informazzjoni tinstab fis-sommarju tal-pjan tal-gestjoni tar-riskju.

Informazzjoni ohra dwar Clopidogrel/Acetylsalicylic acid Teva

II-Kummissjoni Ewropea tat awtorizzazzjoni ghat-tgeghid fis-suq valida fl-Unjoni'Ewropea kollha ghal
Clopidogrel/Acetylsalicylic acid Teva fl-1 ta’ Settembru 2014.

L-EPAR shih u s-sommarju tal-pjan tal-gestjoni tar-riskju ghal Clopidogrel/Acetylsalicylic acid Teva
jinstabu fis-sit elettroniku tal-Agenzija: ema.europa.eu/Find medicine/Human medicines/European
public assessment reports. Ghal aktar informazzjoni rigward.il-Kura b’Clopidogrel/Acetylsalicylic acid
Teva, aqra I-fuljett ta' taghrif (parti wkoll mill-EPAR) jew ikkuntattja lit-tabib jew lill-ispizjar tieghek.

Dan is-sommarju gie aggornat |-ahhar f 09-2014.
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http://www.ema.europa.eu/docs/en_GB/document_library/EPAR_-_Risk-management-plan_summary/human/002272/WC500169461.pdf
http://www.ema.europa.eu/ema/index.jsp?curl=/pages/medicines/human/medicines/002272/human_med_001791.jsp&mid=WC0b01ac058001d124
http://www.ema.europa.eu/ema/index.jsp?curl=/pages/medicines/human/medicines/002272/human_med_001791.jsp&mid=WC0b01ac058001d124
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