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Direct Healthcare Professional Communication  

February 2026 

Potential Risk of The Unavailability of Patient Information Leaflet within the product 

packaging for INTAS’s Axepta 5 mg and 10 mg Axepta 5 mg & 10 mg (atomoxetine), 

Batches No. K2500051 & K2500272. 

 

Dear Healthcare professional, 

 

Spectropharma in agreement with The Saudi Food and Drug Authority [SFDA] 

would like to inform you of the following: 

 

Summary: 

INTAS’s Axepta 5 mg & 10 mg (atomoxetine), was distributed to hospitals with no 

patient information leaflet (PIL) within the product packaging.  

 

Background on the safety concern:  

Spectropharma’s quality department initiated an investigation report with the findings 

below:  

 INTAS’s Axepta 5 mg & 10 mg (atomoxetine): No impact on the chemical, 

physical, or microbiological quality of the product.  

 Safety impact of missing PIL within product packaging: Potential risk due to 

patients or healthcare professionals being unable to have clear instructions on 

the clear use of the medication. 

 



 

Version 1.0 Restricted - مقيد 

Recommendations to healthcare professionals:  

 Inform relevant hospital staff (including nurses, pharmacists, allied health 

professionals, and any other personnel who may handle, dispense, or administer 

the product) that the original package of Axepta 5 mg & 10 mg (Atomoxetine) 

may be missing the Patient Information Leaflet (PIL). 

 Ensure the availability of Patient Information Leaflet (PIL), enclosed with this 

Direct Healthcare Professional Communication, is made available and 

distributed together with the affected product. 

 Verify the affected batch, noting that this DHPC applies to Batches No. 

K2500051 & K2500272 only. 

 Report any suspected adverse events associated with the use of this product in 

accordance with SFDA requirements, using the contact details provided below 

 

CALL FOR REPORTING  

Healthcare professionals should report any adverse events, which are suspected to be 

associated with the use of INTAS’s Axepta 5 mg & 10 mg (atomoxetine) batches No. 

K2500051 & K2500272, in accordance with the requirements via the national 

spontaneous reporting systems to: 

 

National Pharmacovigilance 
Centre (NPC) 

 

Spectropharma reporting channels 
 

Landline: 19999. 
 
 

Mobile: +966 53 688 1702. 
 

Email: npc.drug@sfda.gov.sa. 
 

Email: pharmacovigilance@spectropharma.com. 
 

Webpage:https://ade.sfda.gov.sa/. 
 

Webpage:https://spectropharma.com/Pharmacovigilance.html. 
 

 

COMPANY CONTACT POINT  

mailto:npc.drug@sfda.gov.sa
mailto:pharmacovigilance@spectropharma.com
https://ade.sfda.gov.sa/
https://spectropharma.com/Pharmacovigilance.html
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Should you have any questions regarding the use of INTAS’s Axepta 5 mg & 10 mg 

(atomoxetine), please feel free to contact us at m.alsaif@spectropharma.com  

 

 

For Spectropharma,                                                                                                       

Modhi A. Alsaif, QPPV                                                                     
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Patient information Leaflet (PIL):   
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