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Cytomegalovirus (CMV) infection is a major complication of transplantation in hematopoietic stem cell (HSC) recipients. Among the new therapies available, letermovir (LMV) has an interesting safety profile. The currently available oral forms of LMV (PREVYMIS®, 
240 and 480mg tablets) are not suitable for pediatric use. 
 Validate a Stability-indicating assay method, develop an oral liquid form (OLF) of LMV suitable for pediatrics and evaluate its physico-chemical stability, 

This OLF of letermovir responds to a real need in pediatric HSC recipient patients. The use of InOrpha® avoids exposure to excipients with notable effects and its low osmolarity (≈ 180 mOsm/kg) is compatible with a fragile gastrointestinal tract. The assay method is 
accurate and reproducible according to GERPAC recommendations. 

Formulation 

Assay Validation 
physico-chemical stability 

Palatability Smell a  
taste a  

Texture b 

Aftertaste a 
a) 1: Super good ; 2: Good ; 3: Bad ; 4: Very bad 
b) 1: Pleasant ; 2: Unpleasant 

Organoleptic properties 
remain stable  

Chromatogram of Letermovir 

Inorpha® 

Letermovir 

Forced degradation 

 UV ↘ 67% 
H2O2 ↘ 25%  

Assay Validation  linear (R²> 0.99), accurate repeatable 
No matrix effect 

The developed oral suspension is 
stable for 1 month at 5±3°C and 

20±5°C 

• Concentration : 20 mg/mL 
• Vehicle : Inorpha® 
• Brown glass bottles  

pH Platability

Texture & smell pleasant

Taste (caramel) --> 57% good / bad 43%

Bitter aftertaste

4,9 ± 0,015

* High-performance liquid chromatography 
with diode array detection (HPLC-DAD). 

 
* GERPAC (methodological guidelines for 
stability). 


