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   2024יוני 
  ,ה /נכבד  רופא/ה 

  ,ה /נכבד  רוקח/ת 

 הנדון: 
®Rekambys 

  TMרקמביס

 

 התכשיר  של ולצרכן  לרופא   ונים העל  כי  להודיעכם  מבקשת  (.J-C Health Care Ltd)  ישראל  חברת יאנסן 
  .2024  וני בינו  שבנדון התעדכ

 

 עם  כחול  כטקסט מסומן  שהושמט  טקסט  , אדוםב מסומן  שנוסף  (טקסט פרטי העדכון העיקריים מופיעים בהמשך  
  אך קיימים עדכונים נוספים.  , )ברקע צהוב (  החמרה מודגש   טקסט המהווה ,  חוצה קו 

 
 
 

  בישראל: לתכשיר  המאושרות  ההתוויות

REKAMBYS is indicated, in combination with cabotegravir injection, for the treatment of 
human immunodeficiency virus type 1 (HIV-1) infection in adults who are virologically 
suppressed (HIV-1 RNA < 50 copies/mL) on a stable antiretroviral regimen without present or 
past evidence of viral resistance to, and no prior virological failure with, agents of the NNRTI 
and INI class. 
 

 Rilpivirine 300mg/1 ml   מרכיב פעיל: 

  

לפרסום במאגר התרופות שבאתר משרד הבריאות:   ונשלח ניםהמעודכ ניםהעלו
https://israeldrugs.health.gov.il/#!/byDrug. 

   :באמצעות פנייה לבעל הרישום  ולפרסום זה וניתן לקבל העתק מודפס של  ףכמו כן, מצור

 .09-9591111, טל': 6099000, קיבוץ שפיים,  ישראל  יאנסן   -   קר בע"מ  סי הלת' -ג'י 

 

  

 ,בברכה 
  הדדי -ויקטוריה גוטלויבר

  רוקחת ממונה 

  קר בע"מ  סי הלת' -ג'י 
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  נים העיקריים בעלון לרופא הינם:העדכו 
  

4. CLINICAL PARTICULARS 

4.2 Posology and method of administration 

Method of administration 

… 

REKAMBYS should be administered by a healthcare professional. For instructions on administration, 

see “Instructions for Use” in the package leaflet. These instructions should be carefully followed when 

preparing the suspension for injection to avoid leakage. 

 
 

  הינם:   Instructions for Useהעדכונים העיקריים בעלון  
 
 

... 
REKAMBYS 2 mL injection Instructions for Use: 

 
The following information is intended for medical or healthcare professionals only and should 

be read by the medical or healthcare professional in conjunction with the full prescribing 

information (Summary of Product Characteristics). 

 

REKAMBYS 2 mL injection Instructions for Use: 

 

Overview 
A complete dose requires two injections: 

2 mL of cabotegravir and 2 mL of rilpivirine. 

Cabotegravir and rilpivirine are suspensions that do not need further dilution or reconstitution. The 

preparation steps for both medicines are the same. Carefully follow these instructions when preparing 

the suspension for injection to avoid leakage. 

Cabotegravir and rilpivirine are for intramuscular use only. Both injections must be administered to the 

separate gluteal injection sites. The administration order is not important. 

Note: The ventrogluteal site is recommended. The administration order is not important. 

 

Preparation 

3. Shake vigorously 

 

 
 Hold the vial firmly and vigorously shake for a 

full 10 seconds as shown. 
 Invert the vial and check the resuspension. It 

should look uniform. If the suspension is not 

uniform, shake the vial again. 

It is also normal to see small air bubbles. 

 

10 
secs 
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4. Inspect suspension 

 

 Invert the vial and check the resuspension. It 

should look uniform. If the suspension is not 

uniform, shake the vial again. 

 It is also normal to see small air bubbles. 

 

Note: Vial preparation order is not important. 

 

 

 

5. Remove vial cap 

 

 Remove the cap from the vial. 

 Wipe the rubber stopper with an alcohol swab. 

 

Do not allow anything to touch the rubber 

stopper after wiping it. 

6. Peel open vial adaptor 

 

 Peel off the paper backing from the vial adaptor 

packaging. 

 

Note: Do not keep remove the adaptor from its 

in place in  packaging for the next step. The 

adaptor will not fall out when the packaging is 

turned upside down. 

7. Attach vial adaptor 

 

  
 Place the vial on a flat surface. 

 Press the vial adaptor straight down onto the 

vial, using the packaging, as shown. 

The vial adaptor should snap click securely 

into place. 

When you are ready, lift off the vial adaptor 

packaging as shown. 

 

 

 

 

 

click 
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8. Lift off the packaging 

 

 Lift off the vial adaptor packaging, as shown. 
 

 

 

 

 

 

 

9.  Prepare syringe 

 

 Remove the syringe from its packaging. 

 Draw 1 mL of air into the syringe. This will make 

it easier to draw up the liquid later. 

10 Attach syringe 

 

 

 Hold the vial adaptor and vial firmly, as shown. 

 Screw the syringe firmly onto the vial adaptor. 

 Press the plunger all the way down to push the air 

into the vial. 

 

11. Press the plunger 

 

Press the plunger all the way down to push the 

air into the vial. 
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12.Slowly draw up dose 

 

 Invert the syringe and vial, and slowly withdraw 

as much of the liquid as possible into the syringe. 

There might be more liquid than dose amount. 

 

Note: Keep the syringe upright to avoid 

leakage.  

13. Unscrew syringe 

 

 

 Hold the syringe plunger firmly in place as 

shown to prevent leakage. It is normal to feel 

some back pressure. 

 Screw the syringe off the vial adaptor, holding 

the vial adaptor as shown. 

 

Note: Keep the syringe upright to avoid leakage. 

Check that the suspension looks uniform and 

milky white. 

…. 

Repeat for 2nd medicine 

If you have not yet injected cabotegravir follow its 

own specific instructions for use for preparation and 

injection of the medicine. both medicines, use the 

steps for preparation and injection for Cabotegravir 

which has its own specific Instructions for Use. 

 
 
 
 
 
 
 
 

Repeat all steps 

for 2nd medicine 
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... 
REKAMBYS 3 mL injection Instructions for Use: 

 
The following information is intended for medical or healthcare professionals only and should 

be read by the medical or healthcare professional in conjunction with the full prescribing 

information (Summary of Product Characteristics). 

 

REKAMBYS 3 mL injection Instructions for Use: 

 

Overview 
A complete dose requires two injections: 

3 mL of cabotegravir and 3 mL of rilpivirine. 

Cabotegravir and rilpivirine are suspensions that do not need further dilution or reconstitution. The 

preparation steps for both medicines are the same. Carefully follow these instructions when preparing 

the suspension for injection to avoid leakage. 

Cabotegravir and rilpivirine are for intramuscular use only. Both injections must be administered to the 

separate gluteal injection sites. The administration order is not important. 

Note: The ventrogluteal site is recommended. The administration order is not important. 

 

Preparation 

3. Shake vigorously 

 

 
 Hold the vial firmly and vigorously shake for a 

full 10 seconds as shown. 
 Invert the vial and check the resuspension. It 

should look uniform. If the suspension is not 

uniform, shake the vial again. 

It is also normal to see small air bubbles. 

 

10 
secs 
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4. Inspect suspension 

 

 Invert the vial and check the resuspension. It 

should look uniform. If the suspension is not 

uniform, shake the vial again. 

 It is also normal to see small air bubbles. 

 

Note: Vial preparation order is not important. 

 

 

 

5. Remove vial cap 

 

 Remove the cap from the vial. 

 Wipe the rubber stopper with an alcohol swab. 

 

Do not allow anything to touch the rubber 

stopper after wiping it. 

6. Peel open vial adaptor 

 

 Peel off the paper backing from the vial adaptor 

packaging. 

 

Note: Do not keep remove the adaptor from its 

in place in  packaging for the next step. The 

adaptor will not fall out when the packaging is 

turned upside down. 

7. Attach vial adaptor 

 

  
 Place the vial on a flat surface. 

 Press the vial adaptor straight down onto the 

vial, using the packaging, as shown. 

The vial adaptor should snap click securely 

into place. 

When you are ready, lift off the vial adaptor 

packaging as shown. 

 

 

 

 

 

click 
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8. Lift off the packaging 

 

 Lift off the vial adaptor packaging, as shown. 
 

 

 

 

 

 

 

9.  Prepare syringe 

 

 Remove the syringe from its packaging. 

 Draw 1 mL of air into the syringe. This will make 

it easier to draw up the liquid later. 

10 Attach syringe 

 

 

 Hold the vial adaptor and vial firmly, as shown. 

 Screw the syringe firmly onto the vial adaptor. 

 Press the plunger all the way down to push the air 

into the vial. 

 

11. Press the plunger 

 

Press the plunger all the way down to push the 

air into the vial. 



  

  

  

  

  

  

  

  

9 

 

12.Slowly draw up dose 

 

 Invert the syringe and vial, and slowly withdraw 

as much of the liquid as possible into the syringe. 

There might be more liquid than dose amount. 

 

Note: Keep the syringe upright to avoid 

leakage.  

13. Unscrew syringe 

 

 

 Hold the syringe plunger firmly in place as 

shown to prevent leakage. It is normal to feel 

some back pressure. 

 Screw the syringe off the vial adaptor, holding 

the vial adaptor as shown. 

 

Note: Keep the syringe upright to avoid leakage. 

Check that the suspension looks uniform and 

milky white. 

…. 

After injection 

…. 

Repeat for 2nd medicine 

If you have not yet injected cabotegravir follow its 

own specific instructions for use for preparation and 

injection of the medicine. both medicines, use the 

steps for preparation and injection for Cabotegravir 

which has its own specific Instructions for Use. 

 
 

Repeat all steps 

for 2nd medicine 


