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Accurate reconstitution of oral powder medications is
essential to ensure the correct final drug concentration,
particularly in paediatrics and for narrow therapeutic index
(NTI) drugs. Discrepancies between theoretical and actual
volumes may compromise treatment efficacy and safety.

To evaluate the concordance between final volumes
obtained after reconstitution of oral powder medications
and the theoretical volumes indicated in the package leaflet
and Summary of Product Characteristics (SmPC).

The hospital formulary was reviewed. Selection criteria included:

(SmPC)

Preparations that must be compounded in the hospital pharmacy
Drugs commonly used in paediatrics
NTI drugs

*An error margin of ±10% was considered aceptable according to the European Pharmacopoeia.

7/13 preparations were selected: Amoxicillin 250mg/5mL, Amoxicillin–clavulanic acid 100mg/mL–12.5mg/mL, Azithromycin
40mg/mL, Erythromycin 100mg/mL, Linezolid 100mg/5mL, Valganciclovir 50mg/mL and Mycophenolate mofetil 1g/5mL.

5/7 (71.4%) showed no significant deviation (error ≤ ±10%).

Drug concentration and percentage error were calculated*

The discrepancies observed highlight the importance of verifying the final volume and concentration after reconstitution,
especially for paediatric and narrow therapeutic index drugs.

Errors greater than ±10% may represent a significant quality deviation, potentially compromising treatment efficacy and
safety. Increasing the number of oral powder formulations analysed would help confirm the clinical significance of these
findings and support the need to update leaflet and SmPC data.

Formulation Final volumen 
(mL)

Concentration
(mg/mL)

Mean error 
(%)

Erithromycin 100 mg/mL 120.17 ± 0.76 83.22 20.17 ± 0.76

Linezolid 100mg/5mL 169.33 ± 0.76 17.72 12.89 ± 0.51

Sandoz. Amoxicillin 250 mg/5 mL powder for oral suspension. [package leaflet]. Madrid: Agencia Española de Medicamentos y Productos Sanitarios; [cited 2026 Feb 25]. Available from:
https://cima.aemps.es/cima/dochtml/p/62459/P_62459.html
GSK. Amoxicillin–clavulanic acid 100 mg/mL–12.5 mg/mL powder for oral suspension. [package leaflet]. Madrid: Agencia Española de Medicamentos y Productos Sanitarios; [cited 2026 Feb 25]. Available from:
https://cima.aemps.es/cima/dochtml/p/59051/P_59051.html
Pfizer. Azithromycin 40 mg/mL powder for oral suspension. [package leaflet]. Madrid: Agencia Española de Medicamentos y Productos Sanitarios; [cited 2026 Feb 25]. Available from:
https://cima.aemps.es/cima/dochtml/p/59615/P_59615.html
Ferrer Internacional. Pantomicina 100 mg/mL granulado para suspensión oral (erythromycin ethylsuccinate). [package leaflet]. Barcelona: Ferrer Internacional; [cited 2026 Feb 25]. Available from: product information via
commercial sources (e.g., PANTOMICINA 100 mg/mL granulado para suspensión oral)
Pfizer. Linezolid 100 mg/5 mL powder for oral suspension. [package leaflet]. Madrid: Agencia Española de Medicamentos y Productos Sanitarios; [cited 2026 Feb 25]. Available from:
https://cima.aemps.es/cima/dochtml/p/64107/P_64107.htm
Laboratorios Rubio. Valganciclovir 50 mg/mL powder for oral solution. [package leaflet]. Madrid: Agencia Española de Medicamentos y Productos Sanitarios; [cited 2026 Feb 25]. Available from:
https://cima.aemps.es/cima/dochtml/p/69760/P_69760.html
Roche Pharma. CellCept 1 g/5 mL powder for oral suspension (micophenolate mofetil). [package leaflet]. Madrid: Agencia Española de Medicamentos y Productos Sanitarios; [cited 2026 Feb 25]. Available from:
https://cima.aemps.es/cima/dochtml/p/96005006/P_96005006.html

https://cima.aemps.es/cima/dochtml/p/62459/P_62459.html
https://cima.aemps.es/cima/dochtml/p/59051/P_59051.html
https://cima.aemps.es/cima/dochtml/p/59615/P_59615.html
https://cima.aemps.es/cima/dochtml/p/64107/P_64107.htm
https://cima.aemps.es/cima/dochtml/p/69760/P_69760.html
https://cima.aemps.es/cima/dochtml/p/96005006/P_96005006.html?utm_source=chatgpt.com

