o MAYZENT Y (siponimod):
> Taghrif li ghandu jidher
ghal pazjenti nisa li
jistghu johorgu tqal
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Dettalji fejn tikkuntattja lit-tabib tieghek
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Qabel ma tibda MAYZENT?®

MAYZENT® m’ghandux jintuza minn nisa tgal jew minn nisa li
jistghu johorgu tgal li mhux qed juzaw kontracezzjoni effettiva.

Qabel ma jinbeda t-trattament, irid isir test tat-tgala lil nisa li jistghu
johorgu tqgal, u kull rizultat negattiv ghandu jkun i¢certifikat minn tabib.

oo Tkellem mat-tabib tieghek dwar metodi affidabbli biex ma tohrogx tqila li
:iiiiii) ghandek tuza wagt it-trattament u ghal mill-ingas ghaxart ijiem wara li
= tkun waqqaft it-trattament b’siponimod.

Jekk joghgbok aqgra I-fuljett ta’ taghrif dwar MAYZENT® inkluz fil-
pakkett.
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Wagqt li ged tiehu MAYZENT®

Waaqt li ged tiehu MAYZENT® m’ghandekx tohrog tqila.

Ghandek tuza metodi effettivi biex ma tohrogx tqila waqt it-trattament u ghal
mill-ingas ghaxart ijiem wara li twaqqgaf it-trattament.

Jekk behsiebek tohrog tqila, jekk joghgbok tkellem mat-tabib tieghek
minhabba li se jkollok bzonn twaqqgaf it-trattament. It-tabib tieghek se jaghtik
parir dwar ir-riskji potenzjali ghall-fetu li jista’ jikkawza MAYZENT®, u se
jiddiskuti mieghek il-possibbilta li I-marda tista’ terga’ titfaccalek.

Ghid lit-tabib tieghek minnufih jekk tohrog tqila waqt li ged tiehu MAYZENT®
minhabba li t-trattament se jkollu jitwaqgqaf. It-tabib tieghek se jiddiskuti |-
possibbilta li terga’ titfaccalek il-marda.

Se jibgghu wkoll isirulek ezamijiet medi¢i minn zmien ghal Zzmien (ez. ezami
ultrasonografiku).
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Wagqt li ged tiehu MAYZENT®

Jekk tohrog tgila waqt li ghaddejja bit-trattament b’ MAYZENT®, jekk joghgbok
gharraf minnufih lit-tabib tieghek (irreferi ghal pagna 7 ghad-dettalji fejn tikkuntattja
= lit-tabib tieghek) jew lil Novartis billi ccempel fuq +356 21222872 jew billi zzur
www.report.novartis.com jew b’emajl mibghuta lil:

drug_safety.malta@novartis.com.

Novartis hejjiet programm maghruf bhala Pregnancy outcomes Intensive
Monitoring (PRIM) biex tingabar informazzjoni dwar it-tqala f'pazjenti esposti ghal
MAYZENT® minnufih gabel it-tqala jew waqgtha u dwar I-effetti fuq it-trabi sa 12-

il xahar mit-twelid.
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Wara li twaggaf MAYZENT?®

Ghandhom jintuzaw metodi effettivi biex ma tohrogx tqila ghal mill-inqas ghaxart ijiem
Y wara li jitwaqqaf it-trattament b’ MAYZENT® .

Jekk tohrog tqila matul I-ghaxart ijiem wara li tkun wagaft tiehu t-trattament jekk
joghgbok gharraf minnufih lit-tabib tieghek (irreferi ghal pagna 7 ghad-dettalji fejn
tikkuntattja lit-tabib tieghek) jew lil Novartis billi c¢empel fuq +356 21222872 jew billi
= zzur www.report.novartis.com jew b’email mibghuta lil:

drug safety.malta@novartis.com irrispettivament mill-effetti mhux mixtieqa osservati.

» Novartis hejjiet programm maghruf bhala Prregnancy outcomes Intensive
Monitoring (PRIM) biex tingabar informazzjoni dwar it-tqala f pazjenti esposti ghal
MAYZENT® minnufih qabel it-tqala jew waqtha u dwar |-effetti fuq it-trabi sa 12-

il xahar mit-twelid.

Informa lit-tabib tieghek minnufih jekk tahseb li I-SM tieghek sejra ghall-aghar (ez.
thossok dghajfa jew tara tibdil fil-vista) jew jekk tinnota xi sintomi godda wara li
jitwaqqaf it-trattament b MAYZENT®.

MAY PC4 09/22 MT October 2023


http://www.report.novartis.com/
mailto:drug_safety.malta@novartis.com

Dettalji fejn tikkuntattja lit-tabib tieghek
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Kwalunkwe suspett ta’ reazzjonijiet mhux mixtieqa mill-medicina (effetti sekondarji) u ta’ zbalji fiF-medikazzjoni jistghu jigu
rrappurtati billi tintuza |-formula rispettiva fit-tagsima Reazzjonijiet Avversi mill-Medic¢ina, misjuba online, fl-indirizz
elettroniku http://www.medicinesauthority.gov.mt/adrportal u tintbaghat bil-posta jew b’emaijl lil:

P: It-Tagsima tal-Farmakovigilanza fid-Direttorat dwar il-Licenzji wara t-Tqeghid tal-Prodott fis-Suq, L-Awtorita dwar il-
Medicini, Sir Temi Zammit Buildings, Malta Life Sciences Park, San Gwann, SGN 3000.

E: postlicensing.medicinesauthority@gov.mt.

lI-Professjonisti tal-Kura tas-Sahha jistghu wkoll jirrappurtaw kull episodju mhux mixtieq marbut mal-uzu ta’ Mayzent lil
Novartis Pharma Services Inc., Uffic¢ju Rapprezentattiv, Malta, bit-telefown billi jcemplu fug +356 21222872, online billi
jzuru www.report.novartis.com jew b’email mibghuta lil drug_safety.malta@novartis.com.

Detentur tal-Awtorizzazzjoni ghat-Tgeghid fis-Suq: Novartis Europharm Limited, Vista Building, ElIm Park, Merrion Road,
Dublin 4, L-Irlanda.

Rapprezentant Lokali: Novartis Pharma Services Inc., Uffic¢ju Rapprezentattiv, Malta.
Nru tat-Telefown: +356 21222872

Sabiex tikseb kopji elettronici tal-Materjal Edukattiv, jekk joghgbok zur is-sit elettroniku tal-Awtorita dwar il-
Medicini ta’ Malta - http://www.medicinesauthority.gov.mt/rmm - u nizzel il-materjal mehtieg bl-ahhar data
disponibbli.

Dan il-Materjal Edukattiv huwa parti mill-kundizjonijiet tal-Awtorizzazzjoni ghat-Tgeghid fis-Suq.
October 2023
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