
 

Independent Acceptance Testing Service 
 

 

1. Introduction 
 

It is a requirement of some regulatory authorities (e.g., US FDA) that pharmaceutical companies 
undertake independent testing as a means to maintain the validity of the supplier’s Certificate of 
Analysis (CofA). This is often referred to as ‘acceptance testing’. 
 
Since January 2002 an independent testing service for Zephex® propellants has been offered by LGC 
Ltd, the UK’s leading independent provider of analytical and diagnostic services. 
 
The full range of analytical methods utilised by Koura, in its release testing of Zephex® propellants, is 
operated by LGC Ltd. This enables generation of independent results for comparison with those listed 
on Koura’s CofA. 
 
 

2. Validation 
 

Full analytical method transfer has taken place, from Koura methods to LGC methods. 
 
This process is covered in a validation report which can be requested from LGC, providing that a 
customer has a current confidentiality agreement with LGC. 
 
 

3. Reporting 
 

Upon completion of the testing, LGC Ltd prepares a CofA, as in Appendix 1, which includes a detailed 

summary of the results. The results are reported in the exact same way as the Koura CofA, being 

listed against the Zephex® ‘C15’ specification.  

 

Strict confidentiality of data is maintained on a customer-by customer basis. Results are only 

discussed with Koura on the explicit agreement of the pharmaceutical customer. 

 

European Pharmacopeia (Ph. Eur.) Methods & Specification 

 

Koura can confirm compliance with the Ph. Eur methods and specification for Norflurane. 

 

The methods and specification developed by Koura are equivalent, or superior, to that defined in the 

Ph. Eur. As indicated above, LGC report their results in the exact same way as Koura.  

 

If a Ph. Eur CofA is required, this must be requested at the time of ordering. It should be noted that 

only Koura can provide a Ph. Eur. CofA format, this against the Ph. Eur. specification. LGC cannot 

provide a Ph. Eur. CofA format.  
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4. Requesting the Service 
 

Customers wishing to use this independent acceptance testing service should make the request at 

the point of placing the order for a Zephex® propellant. Either ‘full testing’ or ‘partial testing’ can be 

performed, although in the latter case it is necessary for the customer to specify which aspects of the 

specification are to be tested. Koura will add the charge for this testing service to the cost of the 

product.  

 

5. Testing Frequency 
 

The customer is responsible for defining the frequency of independent acceptance testing, as it is not 

a regulatory requirement that all incoming material is completely re-tested. Koura can provide 

guidance for this frequency if required. Independent testing does not replace the need for a customer 

to do their own incoming checks required by the appropriate regulatory authority (e.g., identity test). 

 

6. About LGC 
 

LGC Ltd has a comprehensive system of quality accreditation, with the Acceptance Testing facilities 

being certified to various ISO standards including:  

 

- ISO 9001 (business processes) 

- ISO 17025 (laboratory testing and calibration standards) 

- GLP 

- GMP. 

For more information see: https://www.lgcgroup.com/about-us/quality-and-compliance/ 

 

 
Appendix 1 
Example CofA Version 1 

  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Version 4          Page 2 of 5 



 

 
 
 
 
 
 
 
 
 
 
 
 
Version 4           Page 3 of 5 

 



 

 

 
 
 
 
 
 
 

Version 4                                 Page 4 of 5 
 



 

 
Current Version:  4 
Implementation Date:  January 2021 
Review Period:   3 years 
Next Review Due:  January 2024 
Author:    Tim Noakes & Richard Greenhough  

 

 

Amendments from previous issue: 

 
Introduction updated 
Section 5 added 
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