
Spironolactone is used in pediatric patients to treat hypertension and nephrotic 

syndrom. In hospital pharmacies, coumpounded capsules are prepared. To reduce 

errors and facilitate administration, an oral suspension of spironolactone 5 mg/mL 
was formulated with 0.25% of xanthan gum in Inorpha® containing potassium 

sorbate (PS - antimicrobial preservative). (1)

Microbiological stability and antimicrobial preservative effectiveness of a 5 mg/mL 

spironolactone oral suspension in Inorpha®
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Expected log reduc tion 

compared with day 0

(Non-sterile aqueous preparation

for oral administration)

(1) Formulation et étude de stabilité physico-chimique d’une suspension de spironolactone 5 mg/mL. Intérêt de l’électrophorèse capillaire (EC) vs CLHP. M. SOW, C. FANJEAUX, R. VAZQUEZ, M-N. GUERRAULT-MORO Pharmacie, Centre Hospitalier Poissy St Germain en Laye

Antimicrobial preservation of PS is effectiveMicrobiologically stable for 3 months both before 

and after opening
5±3°C20±5°C Microbiologically stable for 3 months before opening. 

It is not microbiologicaly stable after opening.

To determine the microbiological storage 

conditions and shelf life of the 

spironolactone suspension and to assess 
the antimicrobial preservative efficacity of 

PS.

*NI=  No increase in the number of 
viable MO  in comparison to day 14

•Logarithmic reduction 

respected

•No viable MO detected at 
day 14 and 28

Antimicrobial preservative effectiveness
(Ph.Eur. Test 5.1.3 )

Method suitability
(Ph.Eur. Test 2.6.12/13 )

Microbiological stability study

Microbial enumeration results at M0 ,M1 ,M2, M3

Microbial enumeration at day 0,14,28

*Kocuria rhizophil a

**Cladosporium
cladosporoides

The study has been stopped in 
the opened bottles under
ambiant condition at M1

***Staphylococcus 
epidermidis

•E.coli testing remained negative up to M3

•M1: Opened bottles at 20°C : TYMC > 20 CFU / mL

INTRODUCTION OBJECTIVE

Method suitability

RÉSULTS

• All dilutions tested were validated

• The lowest dilution was selected for the stability study (1:10 for the microbial

enumeration and 1:10 for the detection of specified E.coli) 

Microbiological stability study
(Ph.Eur. Test 5.1.4 )

Antimicrobial preservative effectiveness

Mean CF U  (n=2) D0 D14 D28

E. coli 10 0 0

P.aeruginosa 7 0 0

S.aureus 18 0 0

C.albicans 8 0 0

A.brasiliensis 9 0 0

MATERIAL AND METHOD

*In each bottle, one of the 5 MO of the Ph.Eur. Test 5.1.3
(E.coli, S.aureus, P.aeruginosa, C.albicans, 

A.brasiliensis) was introduced

CONCLUSION

**

*

***

**

Ph.Eur Limit of  detect ion

M0,M1,M2,M3 :

• Microbial enumeration

• E.coli research

MO=microorganism
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