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

תאריך 08.2015
שם תכשיר באנגלית ומספר הרישום Lexiva (131-85-31013)
שם בעל הרישום GlaxoSmithKline (ISRAEL) Ltd : 
טופס זה מיועד לפרוט ההחמרות בלבד !
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	7 DRUG INTERACTIONS


	7.3 Established and Other Potentially Significant Drug Interactions

Table 6. Established and Other Potentially Significant Drug Interactions

Concomitant Drug Class: Drug Name
HIV integrase inhibitor:

Dolutegravir

50mg once daily
Effect on Concentration of Amprenavir or Concomitant Drug
LEXIVA/ritonavir:

Dolutegravir
Cmax ( 24% 

AUC ( 35%

Cτ ( 49%
Amprenavir: Cmax (
Amprenavir: AUC (
Amprenavir: Cmin (
Clinical Comment
No dosage adjustment of fosamprenavir or dolutegravir is recommended based on observed exposure-response relationships of clinical data. Caution is warranted and close monitoring is recommended when this combination is given in integrase inhibitor-resistant patients.
	7.3 Established and Other Potentially Significant Drug Interactions

Table 6. Established and Other Potentially Significant Drug Interactions

Concomitant Drug Class: Drug Name
HIV integrase inhibitor:

Dolutegravira 

Effect on Concentration of Amprenavir or Concomitant Drug
LEXIVA/ritonavir:

↓Dolutegravir
Clinical Comment
The recommended dose of dolutegravir is 50 mg twice daily when coadministered with LEXIVA/ritonavir.

Use an alternative combination where possible in patients with known or suspected integrase inhibitor resistance.


מצ"ב העלון, שבו מסומנות ההחמרות המבוקשות  על רקע צהוב.
שינויים שאינם בגדר החמרות סומנו (בעלון) בצבע ירוק. 


