הודעה על החמרה  ( מידע בטיחות)  בעלון לרופא 
(מעודכן 05.2013) 

 תאריך _4.8.15_

שם תכשיר באנגלית ומספר הרישום
75mg Prezista מספר רישום144-22-32957-00 

Prezista 150mg מספר רישום144-32-32992-00 

Prezista 400mg מספר רישום142-12-31999-00 

Prezista 600mg מספר רישום142-13-32000-00 
Prezista 800mg מספר רישום  151-64-34005-00

שם בעל הרישום _J-C HEALTH CARE LTD.
טופס זה מיועד לפרוט ההחמרות בלבד !
	ההחמרות המבוקשות

	פרק בעלון


	טקסט נוכחי
	טקסט חדש

	Interactions
	7.3 Established and Other Potentially Significant Drug Interactions 

Darunavir and ritonavir are both inhibitors of the CYP3A isoform. Co-administration of darunavir and ritonavir and medicinal products primarily metabolised by CYP3A may result in increased systemic exposure to such medicinal products, which could increase or prolong their therapeutic effect and adverse reactions.

PREZISTA co-administered with low dose ritonavir must not be combined with medicinal products that are highly dependent on CYP3A for clearance and for which increased systemic exposure is associated with serious and/or life-threatening events (narrow therapeutic index). These medicinal products include amiodarone, bepridil, quinidine, systemic lidocaine, astemizole, alfuzosin, terfenadine, sildenafil (when used for the treatment of pulmonary arterial hypertension),  ,quetiapine, midazolam administered orally, triazolam, cisapride, pimozide, sertindole, simvastatin, lovastatin and the ergot alkaloids (e.g. ergotamine, dihydroergotamine, ergonovine and methylergonovine), Rifampin, St. John’s Wort (Hypericum perforatum), Co-administration with the combination product lopinavir/ritonavir
	7.3 Established and Other Potentially Significant Drug Interactions 

Darunavir and ritonavir are both inhibitors of the CYP3A isoform. Co-administration of darunavir and ritonavir and medicinal products primarily metabolised by CYP3A may result in increased systemic exposure to such medicinal products, which could increase or prolong their therapeutic effect and adverse reactions.

PREZISTA co-administered with low dose ritonavir must not be combined with medicinal products that are highly dependent on CYP3A for clearance and for which increased systemic exposure is associated with serious and/or life-threatening events (narrow therapeutic index). These medicinal products include amiodarone, bepridil, quinidine, systemic lidocaine, astemizole, alfuzosin, terfenadine, sildenafil (when used for the treatment of pulmonary arterial hypertension), avanafil ,quetiapine, midazolam administered orally, triazolam, cisapride, pimozide, sertindole, simvastatin, lovastatin and the ergot alkaloids (e.g. ergotamine, dihydroergotamine, ergonovine and methylergonovine), Rifampin, St. John’s Wort (Hypericum perforatum), Co-administration with the combination product lopinavir/ritonavir
Lovastatin

Simvastatin
Not studied. Lovastatin and simvastatin are

expected to have markedly increased

plasma concentrations when

co-administered with boosted PREZISTA.

(CYP3A inhibition)
Increased plasma concentrations of

lovastatin or simvastatin may cause

myopathy, including

rhabdomyolysis. Concomitant use

of boosted PREZISTA with

lovastatin and simvastatin is

therefore contraindicated


: 
מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.

שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע שונה. יש לסמן רק תוכן מהותי ולא שינויים במיקום הטקסט.
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