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Sugammadex Fresenius Kabi (sugammadex)
Harsa generali lejn Sugammadex Fresenius Kabi u ghalfejn huwa awtorizzat
fl-UE

X’inhu Sugammadex Fresenius Kabi u ghal xiex jintuza?

Sugammadex Fresenius Kabi huwa medicina uzata biex tregga’ lura I-effett tar-rilassanti muskolari
rocuronium u vecuronium. Ir-rilassanti muskolari huma medicini li jintuzaw matul certi tipi ta’
operazzjonijiet biex jirrilassaw il-muskoli, inkluzi I-muskoli li jghinu lill-pazjent jiehu n-nifs. Ir-rilassanti
muskolari jghinu I-kirurgu jaghmel |-operazzjoni b’'mod izjed facli. Sugammadex Fresenius Kabi jintuza
biex ihaffef I-irkupru mir-rilassant muskolari, normalment fi tmiem |-operazzjoni.

Sugammadex Fresenius Kabi jista’ jintuza f’adulti li jkunu ré¢evew rocuronium u vecuronium, u fi tfal ta’
sentejn jew aktar li jkunu réevew rocuronium.

Sugammadex Fresenius Kabi fih is-sustanza attiva sugammadex u huwa “medicina generika”. Dan
ifisser li Sugammadex Fresenius Kabi fih I-istess sustanza attiva u jahdem bl-istess mod bhal “medicina
ta’ referenza” diga awtorizzata fl-UE li jisimha Bridion. Ghal aktar informazzjoni dwar il-medicini
generici, ara d-dokument mistogsijiet-u-twegibiet hawnhekk.

Kif jintuza Sugammadex Fresenius Kabi?

Sugammadex Fresenius Kabi jista’ jinkiseb biss b'ricetta tat-tabib. Jinghata minn jew taht is-
supervizjoni ta’ anestetista (tabib specjalizzat fl-anestesija). Sugammadex Fresenius Kabi jinghata go
vina bhala injezzjoni "bolus" wahda (jinghata kollu f'daqqga). Id-doza tiddependi mill-piz tal-gisem tal-
pazjent u minn kemm ir-rilassant muskolari jkun ged jaffettwa [-muskoli.

Ghal aktar informazzjoni dwar I-uzu ta’ Sugammadex Fresenius Kabi, ara |-fuljett ta’ taghrif jew
ikkuntattja lit-tabib jew lill-ispizjar tieghek.

Kif jahdem Sugammadex Fresenius Kabi?

Is-sustanza attiva f'Sugammadex Fresenius Kabi, is-sugammadex, hija “agent leganti rilassant
selettiv”. Dan ifisser li din tehel mar-rilassanti muskolari rocuronium u vecuronium u tifforma
“kumpless” li jiddizattiva r-rilassanti muskolari u jwaqqgfilhom |-effett. B'rizultat ta’ dan, il-muskoli
jingibdu u jibdew jahdmu mill-gdid b’‘mod normali, inkluz il-muskoli li jghinu lill-pazjent jiehu n-nifs.

Official address Domenico Scarlattilaan 6 e 1083 HS Amsterdam e The Netherlands
Address for visits and deliveries Refer to www.ema.europa.eu/how-to-find-us
Send us a question Go to www.ema.europa.eu/contact Telephone +31 (0)88 781 6000 An agency of the European Union

© European Medicines Agency, 2022. Reproduction is authorised provided the source is acknowledged.


http://www.ema.europa.eu/how-to-find-us
http://www.ema.europa.eu/contact
https://www.ema.europa.eu/en/documents/medicine-qa/questions-answers-generic-medicines_en.pdf

Kif gie studjat Sugammadex Fresenius Kabi?

Studji dwar il-beneficcji u r-riskji tas-sustanza attiva fl-uzu awtorizzat diga twettqu bil-medicina ta’
referenza, Bridion, u m’‘ghandhomx ghalfejn jigu ripetuti ghal Sugammadex Fresenius Kabi.

Bhal fil-kaz ta’ kull medicina, il-kumpanija pprovdiet data dwar il-kwalita ta’ Sugammadex Fresenius
Kabi. Ma kienx hemm bzonn ta' studji ta’ “bijoekwivalenza” biex jigi investigat jekk Sugammadex
Fresenius Kabi jigix assorbit bl-istess mod bhall-medicina ta' referenza biex jigi prodott I-istess livell
tas-sustanza attiva fid-demm. Dan minhabba |li Sugammadex Fresenius Kabi jinghata permezz ta’
injezzjoni go vina, u b’hekk is-sustanza attiva titwassal direttament fil-fluss tad-demm.

X’inhuma I-beneficc¢ji u r-riskji ta’ Sugammadex Fresenius Kabi?

Minhabba li Sugammadex Fresenius Kabi huwa medicina generika, il-benefi¢cji u r-riskji tieghu huma
megqjusin |-istess bhal dawk tal-medicina ta’ referenza.

Ghaliex Sugammadex Fresenius Kabi gie awtorizzat fl-UE?

L-Agenzija Ewropea ghall-Medicini kkonkludiet li, b’mod konformi mar-rekwiziti tal-UE, Sugammadex
Fresenius Kabi wera li huwa komparabbli ma’ Bridion. Ghaldagstant, I-opinjoni tal-Agenzija kienet i,
bhal fil-kaz ta’ Bridion, il-benefi¢¢ji ta” Sugammadex Fresenius Kabi huma akbar mir-riskji identifikati u
jista' jigi awtorizzat ghall-uzu fl-UE.

X'mizuri qeghdin jittiehdu biex jigi zgurat I-uzu sigur u effettiv ta’
Sugammadex Fresenius Kabi?

Fis-sommarju tal-karatteristici tal-prodott u fil-fuljett ta’ taghrif gew inkluzi ir-rakkomandazzjonijiet u I-
prekawzjonijiet li ghandhom ikunu segwiti mill-professjonisti fil-qasam tal-kura tas-sahha u mill-
pazjenti ghal uzu sigur u effettiv ta” Sugammadex Fresenius Kabi.

Bhal fil-kaz tal-medicini kollha, id-data dwar |-uzu ta' Sugammadex Fresenius Kabi hija ssorveljata
kontinwament. L-effetti sekondarji ssuspettati b’'Sugammadex Fresenius Kabi huma evalwati bir-reqqa
u kull azzjoni mehtiega hi mehuda biex il-pazjenti jigu protetti.

Informazzjoni ohra dwar Sugammadex Fresenius Kabi

Aktar informazzjoni dwar Sugammadex Fresenius Kabi tinstab fis-sit web tal-Agenzija:
ema.europa.eu/medicines/human/EPAR/sugammadex-fresenius-kabi. Informazzjoni dwar il-medicina
ta’ referenza tinstab ukoll fis-sit web tal-Agenzija.
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