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Introduction 
 
The Capsugel Technical Reference File is an 
assembly of globally recognized technical 
information and test methods related to the 
hard capsule dosage form.  
Aligned with the Capsugel DPI technology 
platform, designed to respond to specific drug 
delivery performance needs that meet the 
expectations of pharmaceutical companies as 
well as responding to patient needs, specific 
specifications apply to our DPI capsules.  

These DPI capsule specifications apply in 
addition to the specifications and information 
available in the Technical Reference File of 
Capsugel’s Coni-Snap® Hard Gelatin 
Capsules , Vcaps® and Vcaps®Plus HPMC 
Capsules, as applicable.  

 

The information in this Technical Reference 
File Addendum has been thoroughly 
screened in order to present accurate and up-
to date information.  
 
However, it can be expected that changes 
and additions will continue to take place. In 
order to assure our customers that the most 
accurate information is available to support 
their Quality Systems, recipients of the 
Capsugel Technical Reference File can 
contact their Capsugel Territory Sales 
Manager or Customer Service 
Representative for the latest version that 
includes updates/changes that have occurred 
since the time of this publication.  
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Dry Powder Inhaler 
Capsules  
Tests and Specifications 
 

 
Specific Specifications * 

Dry Powder Inhaler Capsules 
Test Specification Method reference 

  
Coni-Snap® Hard 
Gelatin Capsules 

Vcaps® / 
Vcaps®PlusHPMC 
Capsules 

    
Lubricant content Less than 500 ppm CP019b VCP016B  / VCP016B 
    
    
Total viable aerobic count    

Total Aerobic Microbial Count Less than 100 cfu per 
gram 

CP031 VCP031 / VCPP031   

Total Yeasts/Moulds Count Less than 10 cfu per gram CP032 VCP035 / VCPP035 
    
Specified micro-organisms    

Bile-Tolerant Gram-Negative Absence in 1 gram CP048 VCP048 / VCPP048 
    

*: These DPI capsule specifications apply in addition to the specifications and information available in the Technical Reference 
File of Capsugel’s Coni-Snap® Hard Gelatin Capsules , Vcaps® and Vcaps®Plus HPMC Capsules, as applicable.  
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CP019b – VCP016B – VCPP 016B 

Lubricant content – Alternative method 
 
 
 
Specification  
The lubricant content is less than 500 ppm. 
 
Reagents  
Soxhlet extraction flask 500 ml 
Extraction thimble S&S603 44x230 mm 
Rotavapor 
Drying oven 103-107°C 
Dessicator 
Petroleum benzine  
Grinder 
Heating jacket ISOPAD Labmaster 
De-fatted cotton  
Balance 
 
Method 
Wear lubricant free gloves while executing 
this test. 
Grind a quantity of capsules sufficient for 
subsequently weighing out minimum 50g to 
an accuracy of 0.1 mg (weight A in grams) 
in an extraction thimble. 
Cover the sample with a thin layer of de-
fatted cotton and install the extraction 
thimble in the soxhlet extraction apparatus. 
 
Pour 700 ml petroleum benzine into the 
extraction flask (previously rinsed with same 
solvent). 
 
Complete the installation, attach the cooling 
system and adjust the heating jacket setting 
to a reflux interval of every 15 minutes.  
 
Start extracting for minimum 8 hours, after 
which the heating jacket is switched off, and 
allow the petroleum benzine to cool. 

 
Remove the extraction thimble and collect 
the petroleum benzine in the extraction 
flask, which is fixed to the rotavapor and 
evaporate until nearly dry. 
 
Dissolve the residue in a small quantity of 
petroleum benzine and pour this in a small 
previously degreased, dried (at 103-107°C) 
and tarred Erlenmeyer flask (weight B in 
grams). 
 
Rinse several times. 
 
Fasten the small Erlenmeyer flask to the 
rotavapor and evaporate to dryness. 
 
Place the Erlenmeyer in the oven at 103 to 
107°C for minimum 1.5 to 2 hours, place 
then in the desiccator to cool and determine 
the weight of the residue to an accuracy of 
0.1 mg (weight C in grams). 
 
Set up a blank setup with an empty 
extraction flask, the same quantity of cotton 
wool and the same quantity of petroleum 
benzine and calculate the quantity of 
lubricant in the blank (weight D in grams). 
 
Calculate the quantity of fat (residue) in g 
and in ppm using the following formula: 
 
Quantity of lubricant: weight C-B-D 
Lubricant content in ppm:  
(weight C-B-D) x 1.000.000 / weight A 
 
Reference 
Capsugel method  
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CP031 / VCP031 / VCPP031 – CP032 / VCP035 / VCPP035 

Total viable aerobic count – Total Yeasts/Moulds 
Count 
 
 
 
Specification 
Less than 100 Total Aerobic Microbial Count 
(cfu) per gram 
 
Less than 10 Total Yeasts/Moulds Count 
(cfu) per gram 
 
 

Reference  
European Pharmacopoeia – 8th  Edition – 
Harmonized method – Chapter 2.6.12 
Microbiological examination of non sterile 
products: Microbial enumeration tests 
(20612) 
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CP048 / VCP048 / VCPP048 

Bile-tolerant gram-negative bacteria 
 
 
 
Specification 
Absence in 1 gram 
 
 
 

Reference   
European Pharmacopoeia – 8th edition – 
Harmonized method – Chapter 2.6.13  
Microbiological examination of non sterile 
products: Test for specified micro-
organisms (20613) 
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Certificate of Analysis - DPI Coni-Snap® Hard Gelatin Capsules 
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Certificate of Analysis - DPI Vcaps® HPMC Capsules 
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Certificate of Analysis - DPI Vcaps®Plus HPMC Capsules 
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Revision Control 
 
 
Revision number Date Change Made 
1st Edition March 2012 Initial version issue 
 May 2013     Insert recent example Certificate of Analysis  
2nd Edition February 2014 Test references to EP 8th Edition 

Addition of Vcaps®Plus DPI  
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
   
  



QUAKERTOWN,PA

BEND,OR

MEXICO CITY, MEXICO

PUEBLA,MEXICO

TAMPA,FL

PLOËRMEL, FRANCE

RIO DE JANEIRO, BRAZIL

GREENWOOD,SC

HEADQUARTERS:MORRISTOWN, NJ

EDINBURGH, SCOTLAND

BORNEM, BELGIUM

MOSCOW, RUSSIA

SAGAMIHARA, JAPAN

COLMAR / STRASBOURG, FRANCE

BEIRUT, LEBANON

MUMBAI, INDIA

DELHI, INDIA

BANGKOK, THAILAND

SUZHOU, CHINA

HONG KONG, CHINA

JAKARTA, INDONESIA

SYDNEY, AUSTRALIA

Design, Development & Manufacturing sites

Corporate R & D

Sales & Business Development

All Capsugel Facilities

If you would like to contact us by phone or fi nd out how to reach us 
in your part of the world, please visit our ‘Facilities’ page on 
the capsugel website.

www.capsugel.com
www.lonza.com

This document contains Capsugel proprietary information and should not 
be copied or distributed without consent of your Capsugel representative.
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