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THEORETICAL ASPECTS 
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 Medicines prescribed by a physician and compounded by a 
pharmacist to fit the unique need of a patient in the absence of a 
commercially available, authorized, age-appropriate dosage or 
form of a medicine 

 

 Mixture of a active pharmaceutical ingredient or commercially 
available finished product - usually a solid dose form such as a 
tablet- with an appropriate vehicle(s) 

 

 Preparations are based on elaborated formulas and are 
manufactured through defined, standardized compounding 
procedures described in international pharmacopeias 

 

 

 

 

Extemporaneous Preparation 



M a n a g i n g C h i l d r e n  w i t h  D r u g - R e s i s t a n t  T u b e r c u l o s i s  
 A  P r a c t i c a l  A p p r o a c h 

post-graduate course 31.10.2013 

 Stability limited to their period of storage and use  

 ‘Ad-hoc preparation’ 

 Ad-hoc preparations are extemporaneous preparation meant to be 
for immediate use and cannot be prepared ahead 

   

VERSUS 

 

 ‘Manipulation 

 - Manipulation is not considered an extemporaneous preparation 

 - Dispersing tablets in liquids, crushing tablets or opening capsule 
and mixing the powder/content with food or a liquid vehicles like 
juice, milk etc. 

 - Immediate use 
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Legal Aspects 

 International and national laws 

 Pharmacist entitled to compound and to dispense 

 Prescription by licensed practitioner, patient-based 

 

Country Specific  
 Each country has own regulations for compounding in the 

pharmaceutical law 

 Standards of preparations are set by the national/international 
pharmacopoeias 
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 Risks and Limitations 

 Explore alternatives 

a) Sourcing of commercially available pediatric products 

b) Therapeutic substitution 

c) Use of a preparation intended for a different route of 
administration  

d) Manipulation 

 Lack of information on stability, bioavailability, safety and 
efficacy 

 Risks minimized through evidence based formulas  
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Eligibility Criteria for Patients 
 Accurate dosing of a substance 
 Risk-benefit assessment based on  
 over- and under-dosing of patients e.g. side effect, resistance profile 
 Patient with swallowing problems 



M a n a g i n g C h i l d r e n  w i t h  D r u g - R e s i s t a n t  T u b e r c u l o s i s  
 A  P r a c t i c a l  A p p r o a c h 

post-graduate course 31.10.2013 

Quality Management in Projects 
Quality Assurance System - Good Manufacturing Practices - Quality Control 

       Quality Assurance Mean of control Supervisor Compounder 
   Dispensing 

Person 

        Protocols and 
procedures to use 

Check lists of supervisor X 

        Starting material and 
compounding  

Check lists and visual control x X 

        Compounding Check lists and visual control  X X 

        Stability of the 
preparation during 
shelf life 

Visual control of preparation 
characteristics  

X X 

        Stability of the 
preparation when 
dispensed 

Visual control of preparation 
characteristics  

X X 

        Appropriate   
Dispensing Practices 

Check lists of Supervisor and visual 
control of preparation 

characteristics 
X X 



M a n a g i n g C h i l d r e n  w i t h  D r u g - R e s i s t a n t  T u b e r c u l o s i s  
 A  P r a c t i c a l  A p p r o a c h 

post-graduate course 31.10.2013 

PRACTICAL ASPECTS 
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Liquid Vehicle: ORA-BLEND® 

Brand name and 
Manufacturer 

Composition/ 
Characteristics 

Storage condition 
 and stability 

Ora-Blend® 
Fagron SAS 
 
 

 

 

 
 

 
 

Ora-Blend® SF 

- Composition:  

Purified water, sucrose, glycerine, 
sorbitol, flavouring, microcrystalline 

cellulose, etc. 

- Preserved 
- pH 4.2 
 
 
 
 

- Composition:  

Sugar Free (Saccharine) 

 
 
Storage condition: 
Room temperature (<25°C) 
 

Use after opening:  
90 days 
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Compounding Material 

 

 Overview of basic compounding utensils (porcelain and Melamine mortar 
and mortar scrapers) and handling of the ‘stand for pallet knife’ (mortar 
scraper, pestle, pallet knife) 
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Dispensing Material 

 

Orifice Reducer and oral syringes (1-10ml) 
 
 

  



M a n a g i n g C h i l d r e n  w i t h  D r u g - R e s i s t a n t  T u b e r c u l o s i s  
 A  P r a c t i c a l  A p p r o a c h 

post-graduate course 31.10.2013 

Compounding – Practice in the Field 
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MSF COMPOUNDING GUIDELINES 
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Monographs 
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Rational of the dosage tables 

 Based on tables in the new MSF TB guidelines 

 Dosages of all available presentations in MSF are included (alternatives) 

 Tables available in excel format for accurate calculation of the dosage 

 

 

Dosage Tables 
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Compounding Protocols 
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TADJIKISTAN FIRST PILOT PROJECT 
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 Children with MDR-TB 

 Dushanbe and Kulyab 

 Post-Sowiet context 

 In- and out-patient care of  
MoH with MSF support 

 Preparations: E, Z, Lfx, Mfx, 
Cs, Pto 
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Challenges in the Field 
 

 Eligibility criteria for patients 

 Quality management, e.g. supervision and training of health staff 
for drug administration counselling 

 Higher ADE under syrup (nausea and vomiting) 

 Storage conditions and shelf life of syrups, when working in remote 
areas (home based care) 

 Outsourcing of the compounding to national laboratory 
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NEXT STEPS 
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Swaziland, pilot project 

 Training and implementation in November 2013 

 Compounding will be done in MSF 

 Participation of NGOs and MoH at the training 

 

 

 
 

 

R&D 
 

 Stability studies for higher temperature (>25°C) out sourced to Fagron 
 New formulas to be included 
 New vehicle of Fagron shows promising characteristics 
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compounding project 


