
Veronique  Bérard* 

R.Shojai**, S.Cameron, R Sitruck-Ware, T.Bombas,  

M. Parachini, K.Gemzell-Danielsson, C. Fiala  

Instability of misoprostol 
tablets outside the blister  

*Pharmacist, PhD, ICB CNRS, Division MaNaPI, Département Nanosciences,  Université de Bourgogne. France 

 ** MD, Dept Ob/Gyn, Gynépôle, Assistance Publique- Hôpitaux de Marseille, France   

Conflicts of Interest : Exelgyn, Nordic Pharma, HRA Pharma, Bayer Schering 

 





Pharmaco technical 

methods  

according european Pharmacopea 

- Mass uniformity 

- Friability 

- Hardness 

- Diameter and thickness 

Water content  
Karl Fisher Metrohm: 787 KF Titrino 

Analytical studies  

HPLC LaChrom Elite VWR 13 

- Misoprostol dosage  

- Decomposition products dosage :  

type A, type B and 8 epi misoprostol 

  

N= 420 Cytotec® tablets stored outside blister  

at 25°C, 60%RH 

vs controls 

 

Material and methods : 



Type  A misoprostol Type B misoprostol 8 épi misoprostol 

Non active products 



Water content 
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0 Tablets weight : +4,5% from 2 days
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Thickness

Diameter

Tablets thickness : + 5% 

Tablets diameter : + 1,2%
from 2 days

Pharmaco-technical results 



Degradation products 

. 
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Type A miso 
Type B miso 



Misoprostol dosage 
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0 Misoprostol content : - 5% from 2 days

                                      - 10 % after 7 days



Special caution must be 

taken in delivering 

Cytotec® tablets 

 

 




