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  102.80.: אישור העלוןתאריך 

 שם תכשיר באנגלית ומספר הרישום: 

Kaletra 200 mg/50 mg tablets, 137-96-31542-00, 137-96-31542-01 

Kaletra 100 mg/25 mg tablets, 141-07-32003-00 

Kaletra Oral Solution, 122-05-30210-00  

 .AbbVie Biopharmaceuticals Ltd:  שם בעל הרישום

 

 ! החמרות בלבדטופס זה מיועד לפרוט ה

 
 ההחמרות המבוקשות 

 
 פרק בעלון

 

 
 טקסט נוכחי

 
 טקסט חדש

לפני השימוש 
  בתרופה

 

 

-------------- 

 

 

 

 

 

.... 

 Pimozide סכיזופרניה(טיפול ב)ל 

.... 

 

-------------- 

..... 

 דרוןדרונ ) ronedarone(d -  לטיפול

בפרפור פרוזדורים לאחר השבת מקצב 

 .לב תקין

  אלבאסוויר/גראזופרוויר

((elbasvir/grazoprevir –  לטיפול

 בדלקת כבד נגיפית

 

.... 

 ,פימוזיד לוראסידון (, lurasidone

pimozide )- סכיזופרניהטיפול בל 

 ( רנולזיןranolazine )–  לטיפול בתעוקת

 לב כרונית

 

 

אם אתה לוקח, 
או אם לקחת 

לאחרונה, 
תרופות אחרות 

כולל תרופות 
ללא מרשם 

, ותוספי תזונה
ספר על כך 

לרופא או 
במיוחד  .לרוקח

 אם אתה לוקח:

 

במיוחד יש לידע את הרופא או 

 הרוקח אם אתה לוקח: 

..... 

-------------- 

…. 

 

סטרואידים 

 ,Dexamethasone:)כגון

Fluticasone, budesonide, 

prednisone, ethinyl 

oestradiol ) 

 
 
 
 

-------------

במיוחד יש לידע את הרופא או הרוקח 

 אם אתה לוקח: 

..... 

 יןבדאקוויל (Bedaquiline) 

 

....... 

  בודסוניד(Budesonide) ,דקסאמתאזון 

(dexamethasone ,) פלוטיקזון

(fluticasone פרדניזון ,)

(prednisone) טריאמצינולון ,

(triamcinolone)  ( כגון: סטרואידים

Dexamethasone, Fluticasone, 

budesonide, prednisone, ethinyl 

oestradiol .) 

    

 ( איסווקונאזוניוםIsavuconazonium) 



 
 
 
 
 
 
 
 
 
 
 

….. 

------------- 

 

             
 

           .... 

-------------

.... 

  אומביטאסוויר/פאראטאפרוויר/ריטונביר

ר ודאסאבווי

(ombitasvir/paritaprevir/ritonavir 

and dasabuvir )  

.... 

 ( ונטוקלקסvenetoclax) 

 

 

 

כיצד תשתמש/י 
 בתרופה?

….. 

-------------



….. 

 

-------------

 

 

….. 

 בפעם אחת ביוםקלטרה טבליות אין ליטול 

 קלטרה תמיסהאם את בהריון. אין ליטול 

 אם את בהריון.

….. 

 

 .אחת ביוםפעם קלטרה ב לילדיםאין לתת 

 

 ..… תופעות לוואי 

תופעות לוואי המופיעות לעיתים קרובות 
 :משתמשים( 1:10 -שכיחות של עד ל)

….. 

 
ת/סרפדת לתגובות אלרגיות, כולל חר

 ודלקת בפה
….. 

 

…. 

תופעות לוואי המופיעות לעיתים קרובות 
 :משתמשים( 1:10 -שכיחות של עד ל)

….. 

 

ת/סרפדת ודלקת ללל חרתגובות אלרגיות, כו

 בפה

….. 

 

קלטרה עלולה לגרום לתופעות לוואי חמורות, 

 הכוללות:

….. 

 פריחות בעור, חלקן תגובות אלרגיות .

 במטופלים עלולות להופיע, ותחמור

אם שלך ספר לרופא  הנוטלים קלטרה.

ה לך פריחה כאשר נטלת תרופה תהי

או אם אתה  HIVזיהום לטיפול ב אחרת

בזמן בעור כלשהיא ה מבחין בכל פריח

 נטילת קלטרה.

 

 

 

 
   



 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 
 
 
 
 
 
 
 

   רופא רופא רופא בטיחות(  בעלון לבטיחות(  בעלון לבטיחות(  בעלון למידע מידע מידע    החמרה  )החמרה  )החמרה  )הודעה על הודעה על הודעה על 
   (((102.50.102.50.102.50.)מעודכן )מעודכן )מעודכן 

 
 

 102.80.:  אישור העלון תאריך

 שם תכשיר באנגלית ומספר הרישום: 

Kaletra 200 mg/50 mg tablets, 137-96-31542-00, 137-96-31542-01 

Kaletra 100 mg/25 mg tablets, 141-07-32003-00 



Kaletra Oral Solution, 122-05-30210-00  

 .AbbVie Biopharmaceuticals Ltd:  שם בעל הרישום

 
 ! החמרות בלבדטופס זה מיועד לפרוט ה

 ההחמרות המבוקשות

 טקסט חדש טקסט נוכחי פרק בעלון

2 DOSAGE 
AND 
ADMINISTR
ATION 

 

…. 

 

 

 

…. 
 

Because KALETRA oral solution contains ethanol, it is not 

recommended for use with polyurethane feeding tubes due to potential 
incompatibility. 

…. 

4. 
Contraindic
ations  

Table 3. Drugs That Are Contraindicated With 

KALETRA 

Drug Class Drugs 

Within 

Class That 

Are 

Contraindic

ated With 

KALETRA 

Clinical comments: 

….   

---- 

 

---------- ------------ 

---- 

 

---------- ------------ 

--------- 

 

 

---------- ------------- 

Antimycoba

cterial 

 Rifampin May lead to loss of virologic 

response and possible resistance to 

KALETRA or to the class of 

protease inhibitors or other co-

administered antiretroviral agents. 

[see DRUG INTERACTIONS ( 7)] 

---- 

 

 

 

 

 

---------- ------------ 

Ergot 

Derivatives 

Dihydroergo

tamine, 

ergonovine, 

ergotamine, 

methylergon

ovine 

Potential for acute ergot toxicity 

characterized by peripheral 

vasospasm and ischemia of the 

extremities and other tissues.  

GI motility 

agent 

Cisapride Potential for cardiac arrhythmias. 

 

---- 

 

---------- ------------ 

… 
Table 387. Drugs That aAre Contraindicated With with 

KALETRA 

Drug Class Drugs Within 

Class That 

Are 

Contraindicat

ed wWith 

KALETRA 

Clinical Ccomments: 

…. …. …… 

Antianginal Ranolazine Potential for serious and/or life-

threatening reactions 

Antiarrhythmi

c 

Dronedarone Potential for cardiac arrhythmias.  

Anti-gout Colchicinea Potential for serious and/or life-

threatening reactions in patients with 

renal and/or hepatic impairment.  

Antimycobact

erial 

 Rifampin May lead to loss of virologic response 

and possible resistance to KALETRA or 

to the class of protease inhibitors or 

other co-administered antiretroviral 

agents. [see DRUG INTERACTIONS ( 

7)] 

Antipsychotic

s 

Lurasidone 

 

Pimozide 

Potential for serious and/or life 

threatening reactions. 

 

Potential for serious and/or life-

threatening reactions such as cardiac 

arrhythmias. 

Ergot 

Derivatives 

Dihydroergota

mine, 

ergonovine, 

ergotamine, 

methylergonov

ine 

Potential for acute ergot toxicity 

characterized by peripheral vasospasm 

and ischemia of the extremities and 

other tissues.  

GI Mmotility 

Aagent 

Cisapride Potential for cardiac arrhythmias. 

 

Hepatitis C 

direct acting 

Elbasvir/grazo

previr 

Potential for the increased risk of 

alanine transaminase (ALT) elevations.  
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….. 

antiviral 

…… 

5. Warnings 

and 

Precautions 

 

…. 

-------------- 

5.7 Diabetes Mellitus/Hyperglycemia 

….  

Consider monitoring for hyperglycemia, new onset 

diabetes mellitus or an exacerbation of diabetes mellitus 

in patients treated with KALETRA. 

… 

7. Drug 

Interaction 

7.3 Established and Other Potentially 

Significant Drug Interactions 

…  

Table 8. Established and Other Potentially Significant 

Drug Interactions  

Concomitant 

Drug Class: 

Drug Name 

Effect on 

Concentratio

n of 

Lopinavir or 

Concomitant 

Drug 

Clinical Comment  

HIV-1 Antiviral Agents 

…..   

Other Agents 

…. …. …. 

Anticancer 

Agents:  

vincristine 

vinblastine 

dasatinib,  

nilotinib  

 

↑ anticancer 

agents 

For vincristine and vinblastine, 

consideration should be given 

to temporarily withholding the 

ritonavir-containing 

antiretroviral regimen in 

 

patients who develop 

significant hematologic or 

gastrointestinal side effects 

when  KALETRA is 

administered concurrently 

with vincristine or vinblastine. 

If the antiretroviral regimen 

must be withheld for a 

prolonged period, 

consideration should be given 

to initiating a revised regimen 

that does not include a CYP3A 

or P-gp inhibitor.  

A decrease in the dosage or an 

adjustment of the dosing 

interval of nilotinib and 

dasatinib may be necessary for 

patients requiring co-

administration with strong 

7.3 Established and Other Potentially 

Significant Drug Interactions 

…. 

Table 81312. Established and Other Potentially Significant Drug 

Interactions  

Concomitant Drug 

Class: 

Drug Name 

Effect on 

Concentration 

of Lopinavir 

or 

Concomitant 

Drug 

Clinical Comments  

HIV-1 Antiviral Agents 

….   

Other Agents 

…. …. …. 

Anticancer Agents:  

vincristine 

vinblastine 

dasatinib,  

nilotinib  

Venetoclax 

↑ anticancer 

agents 

For vincristine and 

vinblastine, consideration 

should be given to 

temporarily withholding 

the ritonavir-containing 

antiretroviral regimen in 

 

patients who develop 

significant hematologic or 

gastrointestinal side 

effects when  KALETRA 

is administered 

concurrently with 

vincristine or vinblastine. 

If the antiretroviral 

regimen must be withheld 

for a prolonged period, 

consideration should be 

given to initiating a 

revised regimen that does 

not include a CYP3A or 

P-gp inhibitor.  

A decrease in the dosage 

or an adjustment of the 
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CYP3A inhibitors such as 

KALETRA. Please refer to the 

nilotinib and dasatinib 

prescribing information for 

dosing instructions. 

 

 

 

 

 

 

 

 

 

 

 

 

 

Antifungals: 

ketoconazole*, 

itraconazole, 

voriconazole  

 

 

 

 

 

 

 

 

 

↑ 

ketoconazole 

↑ itraconazole 

↓  Voriconazo

le 

 

 

 

 

 

 

 

 

 

 

High doses of ketoconazole 

(>200 mg/day) or itraconazole 

(> 200 mg/day) are not 

recommended.  

Co-administration of 

voriconazole with KALETRA 

has not been studied. 

However, a study has been 

shown that administration of 

voriconazole with ritonavir 

100 mg every 12 hours 

decreased voriconazole 

steady-state AUC by an 

average of 39%. therefore, co-

administration of KALETRA 

and voriconazole may result in 

decreased voriconazole 

concentrations and the 

potential for decreased 

voriconazole effectiveness and 

should be avoided, unless an 

assessment of the benefit/risk 

to the patient justifies the use 

of voriconazole. Otherwise, 

alternative antifungal therapies 

should be considered in these 

patients. 

 

 

 

 

 

 

 

 

 

dosing interval of nilotinib 

and dasatinib may be 

necessary for patients 

requiring co-

administration with strong 

CYP3A inhibitors such as 

KALETRA. Please refer 

to the nilotinib and 

dasatinib prescribing 

information for dosing 

instructions. 

Coadministration of 

venetoclax and 

KALETRA may increase 

the risk of tumor lysis 

syndrome. Refer to the 

venetoclax prescribing 

information for dosing 

instructions. 

Antifungals: 

ketoconazole*, 

itraconazole, 

voriconazole  

isavuconazonium 

sulfate* 

 

 

 

 

 

 

 

 

↑ ketoconazole 

↑ itraconazole 

↓  vVoriconazo

le 

↑ 

isavuconazoniu

m 

 

 

 

 

 

 

 

 

 

High doses of 

ketoconazole (>200 

mg/day) or itraconazole 

(> 200 mg/day) are not 

recommended.  

Co-administration The 

coadministration of 

voriconazole with and 

KALETRA has not been 

studied. However, a study 

has been shown that 

administration of 

voriconazole with 

ritonavir 100 mg every 12 

hours decreased 

voriconazole steady-state 

AUC by an average of 

39%. therefore, co-

administration of 

KALETRA and 

voriconazole may result in 

decreased voriconazole 

concentrations and the 

potential for decreased 

voriconazole effectiveness 

and should be avoided, 

unless an assessment of 

the benefit/risk to the 

patient justifies the use of 

voriconazole. 

 Isavuconazonium and 

Kaletra should be 

coadministered with 

caution.Otherwise, 

alternative Alternative 
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Anti-gout:  

colchicine 

 

↑ colchicine Patients with renal or hepatic 

impairment should not be 

given colchicine with 

KALETRA.  

 

Treatment of gout flares-co-

administration of colchicine in 

patients on KALETRA: 

0.6 mg (1 tablet) x 1 dose, 

followed by 0.3 mg (half 

tablet) 1 hour later. Dose to be 

repeated no earlier than 3 

days. 

 

Prophylaxis of gout flares-co-

administration of colchicine in 

patients on KALETRA: 

If the original colchicine 

regimen was 0.6 mg twice a 

day, the regimen should be 

adjusted to 0.3 mg once a day.  

If the original colchicine 

regimen was 0.6 mg once a 

day, the regimen should be 

adjusted to 0.3 mg once every 

other day.  

 

Treatment of familial 

Mediterranean fever (FMF)-

co-administration of 

colchicine in patients on 

KALETRA: 

Maximum daily dose of 0.6 

mg (may be given as 0.3 mg 

twice a day).  

 

 

 

 

 

 

 

 

 

 

 

----- 

 

 

 

 

 

----- ------- 

antifungal therapies 

should be considered in 

these patients.  

Anti-gout:  

colchicine 

 

↑ colchicine Patients Concomitant 

administration with 

colchicine is 

contraindicated in patients 

with renal and/or hepatic 

impairment should not be 

given colchicine with 

KALETRA. [see 

Contraindications (4)]. 

 

For patients with normal 

renal or hepatic function: 

Treatment of gout flares-

co-administration of 

colchicine in patients on 

KALETRA: 

0.6 mg (1 tablet) x 1 dose, 

followed by 0.3 mg (half 

tablet) 1 hour later. Dose 

to be repeated no earlier 

than 3 days. 

 

Prophylaxis of gout flares-

co-administration of 

colchicine in patients on 

KALETRA: 

If the original colchicine 

regimen was 0.6 mg twice 

a day, the regimen should 

be adjusted to 0.3 mg once 

a day.  

If the original colchicine 

regimen was 0.6 mg once 

a day, the regimen should 

be adjusted to 0.3 mg once 

every other day.  

 

Treatment of familial 

Mediterranean fever 

(FMF)-co-administration 

of colchicine in patients 

on KALETRA: 

Maximum daily dose of 

0.6 mg (may be given as 

0.3 mg twice a day).  

Antimycobacterial: 

bedaquiline  

↑ bedaquiline For contraindicated 

antimycobacterials, [see 

Contraindications (4)]. 

Bedaquiline should only 

be used with KALETRA 
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…   

Corticosteroids 

(systemic): 

budesonide, 

dexamethasone

, prednisone  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Inhaled or 

Intranasal 

Steroids e.g.: 

fluticasone, 

budesonide 

↓ lopinavir 

↑ 

glucocorticoid

s 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

↑  

glucocorticoid

s 

Use with caution. KALETRA 

may be less effective due to 

decreased lopinavir plasma 

concentrations in patients 

taking these agents 

concomitantly. 

Concomitant use may result in 

increased steroid 

concentrations and reduced 

serum cortisol concentrations. 

Concomitant use of 

glucocorticoids that are 

metabolized by CYP3A, 

particularly for long-term use, 

should consider the potential 

benefit of treatment versus the 

risk of systemic corticosteroid 

effects. Concomitant use may 

increase the risk for 

development of systemic 

corticosteroid effects including 

Cushing’s syndrome and 

adrenal suppression.  

 

Concomitant use of 

KALETRA and fluticasone or 

other glucocorticoids that are 

metabolized by CYP3A is not 

recommended unless the 

potential benefit of treatment 

outweighs the risk of systemic 

corticosteroid effects. 

Concomitant use may result in 

increased steroid 

concentrations and reduce 

serum cortisol concentrations. 

Systemic corticosteroid effects 

including Cushing's syndrome 

and adrenal suppression have 

been reported during post-

marketing use in patients when 

certain ritonavir-containing 

products have been co-

administered with fluticasone 

propionate or budesonide. 

 

 

if the benefit of co-

administration outweighs 

the risk.  

…..   

Systemic/Inhaled/ 

Nasal/Ophthalmic 

Corticosteroids 

(systemic): e.g. 

budesonide, 

dexamethasone, 

prednisone,   

betamethasone, 

ciclesonide,  

methylprednisolone 

mometasone, fluticasone, 

triamcinolone 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Inhaled or Intranasal 

Steroids e.g.: 

fluticasone, budesonide 

↓ lopinavir 

↑ 

glucocorticoids 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

↑  

glucocorticoids 

 Use with caution. 

KALETRA may be less 

effective due to decreased 

lopinavir plasma 

concentrations in patients 

taking these agents 

concomitantly. 

Concomitant use may 

result in increased steroid 

concentrations and 

reduced serum cortisol 

concentrations. 

Concomitant use of 

glucocorticoids that are 

metabolized by CYP3A, 

particularly for long-term 

use, should consider the 

potential benefit of 

treatment versus the risk 

of systemic corticosteroid 

effects. Concomitant use 

may increase the risk for 

development of systemic 

corticosteroid effects 

including Cushing’s 

syndrome and adrenal 

suppression. 

Concomitant use of 

KALETRA and 

fluticasone or other 

glucocorticoids that are 

metabolized by CYP3A is 

not recommended unless 

the potential benefit of 

treatment outweighs the 

risk of systemic 

corticosteroid effects. 

Concomitant use may 

result in increased steroid 

concentrations and reduce 

serum cortisol 

concentrations. Systemic 

corticosteroid effects 

including Cushing's 

syndrome and adrenal 

suppression have been 

reported during post-

marketing use in patients 

when certain ritonavir-

containing products have 
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Dihydropyridin

e Calcium 

Channel 

Blockers,: 

e.g., felodipine, 

nifedipine, 

nicardipine  

↑ 

dihydropyridi

ne calcium 

channel 

blockers 

Caution is warranted and 

clinical monitoring of patients 

is recommended. 

 

 

 

 

 

...   

HCV- Protease 

Inhibitor 

boceprevir 

 

 

 

 

 

 

 

 

↓lopinavir 

↓Boceprevir 

↓ ritonavir 

It is not recommended to co-

administer 

Kaletra and 

boceprevir.Concomitant 

administration of KALETRA 

and boceprevir reduced 

boceprevir, lopinavir and 

ritonavir steady-state exposure  

[see Clinical Pharmacology 

(12.3)]. 

been co-administered with 

fluticasone propionate or 

budesonide. 

Coadministration with oral 

dexamethasone or other 

systemic corticosteroids 

that induce CYP3A may 

result in loss of 

therapeutic effect and 

development of resistance 

to lopinavir. Consider  

alternative corticosteroids. 

 

Coadministration with 

corticosteroids whose 

exposures are significantly 

increased by strong 

CYP3A inhibitors can 

increase the risk for 

Cushing’s syndrome and 

adrenal suppression. 

 

Alternative corticosteroids 

including beclomethasone 

and prednisolone (whose 

PK and/or PD are less 

affected by strong CYP3A 

inhibitors relative to other 

studied steroids) should be 

considered, particularly 

for long-term use. 

Dihydropyridine 

Calcium Channel 

Blockers,: 

e.g., felodipine, 

nifedipine, 

nicardipine  

↑ 

dihydropyridin

e calcium 

channel 

blockers 

Caution is warranted and 

clinical Clinical 

monitoring of patients is 

recommended. and a dose 

reduction of the 

dihydropyridine calcium 

channel blocker may be 

considered. 

….   

HCV- Protease Inhibitor 

Hepatitis C direct acting 

antivirals: 

boceprevir* 

simeprevir 
 

ombitasvir/paritaprevir/ri

tonavir and dasabuvir* 

↓lopinavir 

↓bBoceprevir 

↓ ritonavir 

↑ simeprevir 

↑ ombitasvir 

↑ paritaprevir 

↑ ritonavir 

↔ dasabuvir 

 

For contraindicated 

hepatitis C direct acting 

antivirals, [see 

Contraindications (4)]. 

It is not recommended to 

co-administer 

Kaletra KALETRA and 

boceprevir.Concomitant 

administration of 

KALETRA and 

boceprevir reduced 

boceprevir, lopinavir and 

boceprevir, simeprevir, or 

ombitasvir/pariataprevir/ri
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….   

Immunosuppre

ssants: 

cyclosporine, 

tacrolimus, 

sirolimus 

rapamycin  

 

↑ 

immunosuppr

essants 

 

 

 

Therapeutic concentration 

monitoring is recommended 

for immunosuppressant agents 

when co-administered with 

KALETRA.  

…..   

   

….. 

tonavir steady-state 

exposure  [see Clinical 

Pharmacology (12.3)]. 

and dasabuvir. 

……   

Immunosuppressants: 

e.g. 

cyclosporine, 

tacrolimus, 

sirolimus 

rapamycin  

↑ 

immunosuppre

ssants 

 

 

 

Therapeutic concentration 

monitoring is 

recommended for 

immunosuppressant 

agents when co-

administered with 

KALETRA.  

…..   

   

…… 
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