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1. Introduction

The present contract analysis agreement describes obligations and responsibilities according to the Good Manufacturing Practice Guide of the PIC/S.

The contract is signed by the principal:

PRINCIPAL

Street 21

CH-9999 Place

and the contractor:

INTERLABOR BELP AG

Aemmenmattstrasse 16

P.O. Box 205

CH-3123 Belp
2. Purpose of the Agreement

The principal plans to award orders to INTERLABOR as contractor for analytical definition of pharma​ceutical raw materials and finished products. INTERLABOR as contractor has the analytical potential and the capacity for the tests stated and is willing to perform the above mentioned regulations for consideration under order of the principal.

The present agreement therefore regulates the obligations and responsibilities relevant for GMP between the principal and INTERLABOR as contractor. The agreement is based on the  "Guide to Good Manufacturing Practice for Medicinal Products" of the Pharmaceutical Inspection Convention/Co-ope​ration Scheme (PIC/S), as well as recommendations of the “Regionales Heilmittelinspektorates Nordwestschweiz, RHI” (Swiss Regional Health Institute; RHI), for preparation of a contract analysis agreement.

3. Legal and Quality Management

The principal confirms according to the production guidelines of the Swiss Agency for Therapeutic Products, Swissmedic, to possess an official manufacturing licence which covers the range of the intended activities. A GMP certificate or an equivalent official licence proves this and has to be added to this agreement as an appendix. 

At closing of the agreement, INTERLABOR has a valid GMP certificate of Swissmedic, which confirms the compliance of INTERLABOR with the rules of the Good Manufacturing Practice. All certificates are available for download and printing on the internet site of INTERLABOR.

4. Products, Testing Parameters and Methods

This contract regulates the responsibilities and their implementation. To achieve compliance with GMP, a product specific validation of the testing method for these products and testing parameters is necessary. Its the customers duty to order a product specific validation.

Products, testing parameters and methods are listed in annex 1. This annex can be changed or expanded at any time. New products or testing parameters can be added by mutual agreement at any time. 

5. Responsibilities

A responsibility delegated to the contractor will be observed within the context of a commercial order. Under normal conditions, commercial orders are credited to the principals account.

Responsible persons are listed in annex 2. This annex can be changed or expanded by mu​tual agreement at any time.

6. Test of Raw Materials

6.1 Test of Auxiliary Supplies

	Subject matter of the agreement
	Responsibility of:

	
	principal
	contractor

	Declaration of specifications of auxiliary supplies
	X
	

	Provision of methods of analysis for auxiliary supplies 
	
	X

	Validation of methods of analysis for auxiliary supplies
	
	X

	Change control and release of analytical methods
	
	X

	Procurement of reference substances for analysis
	
	X

	Analysis of auxiliary supplies including test report
	
	X

	Release of auxiliary supplies
	X
	

	Storage of samples to retain of the auxiliary supplies
	X
	


6.2 Test of Active Substances

	Subject matter of the agreement
	Responsibility of:

	
	principal
	contractor

	Declaration of specifications of active substances
	X
	

	Provision of methods of analysis for active substances
	
	X

	Validation of methods of analysis for active substances
	
	X

	Change control and release of analytical methods
	
	X

	Procurement of reference substances for analysis
	
	X

	Analysis of active substances including test report
	
	X

	Release of active substances
	X
	

	Storage of samples to retain of the active substances
	X
	


7. Test of Primary Packaging

7.1 Test of Unprinted Primary Packaging

	Subject matter of the agreement
	Responsibility of:

	
	principal
	contractor

	Specifications for unprinted primary packaging
	X
	

	Methods of analysis for unprinted primary packaging
	
	X

	Validation of methods of analysis
	
	X

	Change control and release of analytical methods
	
	X

	Procurement of reference substances for analysis
	
	X

	Analysis of unprinted primary packaging including test report
	
	X

	Release of unprinted primary packaging
	X
	


7.2 Test of Printed Primary Packaging

	Subject matter of the agreement
	Responsibility of:

	
	principal
	contractor

	Specifications for printed primary packaging
	X
	

	Methods of analysis for printed primary packaging
	
	X

	Validation of methods of analysis
	
	X

	Change control and release of analytical methods
	
	X

	Procurement of reference substances for analysis
	
	X

	Analysis of printed primary packaging including test report
	
	X

	Release of printed primary packaging
	X
	

	Storage of samples to retain of printed primary packaging
	X
	


8. Test of Products in Primary Packaging

	Subject matter of the agreement
	Responsibility of:

	
	principal
	contractor

	Analytical specifications for products in primary packaging
	X
	

	Methods of analysis for products in primary packaging
	
	X

	Validation of method of analysis
	
	X

	Change control and release of analytical methods
	
	X

	Procurement of reference substances for analysis
	
	X

	Analysis of products in primary packaging including test report
	
	X

	Release of products in primary packaging
	X
	

	Storage of samples to retain of products in primary packaging
	X
	


9. Stability Test for Products in Primary Packaging

	Subject matter of the agreement
	Responsibility of:

	
	principal
	contractor

	Analytical specifications for products in primary packaging
	X
	

	Methods of analysis for stability tests of products in primary packaging
	
	X

	Validation of methods of analysis for stability tests
	
	X

	Change control and release of analytical methods
	
	X

	Procurement of reference substances for stability tests
	
	X

	Stability testing plan
	
	X

	Release of the stability testing plan
	X
	

	Performance of stability tests on products in primary packaging 
	
	X

	Release of products in primary packaging
	X
	

	Storage of samples to retain of products in primary packaging
	X
	


10. Final Product Control and Release

	Subject matter of the agreement
	Responsibility of:

	
	principal
	contractor

	Analytical specifications for final products
	X
	

	Methods of analysis for final products
	
	X

	Validation of method of analysis
	
	X

	Change control and release of analytical methods
	
	X

	Procurement of reference substances for analysis
	
	X

	Performance of analysis including test report
	
	X

	Preparation of batch releases or certificates
	X
	

	Release of final products
	X
	

	Storage of samples to retain of final products
	X
	


11. Administrative Responsibilities

	Subject matter of the agreement
	Responsibility of:

	
	principal
	contractor

	Supply of samples
	X
	

	Disposal of samples, 2 weeks after final report
	
	X

	Sample storage after entrance up to the end of retention time
	
	X

	Archiving of raw data, 10 years
	
	X

	Archiving of methods of analysis, 10 years
	
	X

	Archiving of test reports, 10 years
	
	X


12. Subcontractors

	Subject matter of the agreement
	Responsibility of:

	
	principal
	Contractor

	Integration of subcontractors
	
	X

	Signing of subcontractors
	X
	

	System audit at subcontractors
	
	X


13. Obligations for Information and Release

Principal and INTERLABOR commit to mutual inform about planned changes at GMP rele​vant guiding documents, especially analytical methods or product specifications and – as appro​priate – to release these guiding documents (“Change Control”). Duty of notification to registration authorities is incumbent to the principal.

When a deviation from a given procedure occurs, INTERLABOR will inform the principal with a Deviation Report about details as well as corrective and preventive actions.

If analytical results do not meet the specifications given by the principal, INTERLABOR will execute a Phase I OOS Investigation according the Guideline ”Investigating OOS Test Results“. INTERLABOR will inform the pricipal with a OOS Investigation Report about the results of this investigation. Its within the discretion of the pricipal to start a Phase II OOS investigation.

14. General Terms and Conditions

The general terms and conditions of INTERLABOR form an integral component of the present agreement. The terms and conditions regulate the right of access of the principal and confi​dentiality of business information. Analytical processes subject to copyright of INTERLABOR will be gladly made available to the principal according to these terms for further use for a fee.

Modifications of this agreement or of the terms and conditions are possible at any time un​der mutual consent and require form of writing. The term of this agreement is unlimited. It may be cancelled at any time by one of the parties.

15. Applying Documents

Annex 1:
Products, Testing Parameters and Product Specifications

Annex 2:
Responsible Persons

Annex 3:
Confidentiality Agreement

Annex 4:
General Standard Terms and Conditions of INTERLABOR

INTERLABOR BELP AG

Ruedi Camenzind
Date 
Dr. Klaus Mandelatz

Date

CEO, QP

QM

PRINCIPAL


Date 


Date
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Annex 1 of the Contract Agreement between PRINCIPAL and INTERLABOR BELP AG

List of Products, Testing Parameters and product specific validated Testing Methods

	Product
	Parameter
	Method
	Date/Signature

Principal
	Date/Signature

Interlabor

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	Raw materials and intermediate products
	according to monographs of the current European Pharmacopeia (EP) or United States Pharmacopeia (USP/NF) 1)
	corresponding monograph


	
	


1)
Analysis will be performed by Interlabor, if the product is described in a monograph of the corresponding Pharmacopeia and Interlabor is equipped with the equipment, required by the corresponding monograph.

List of Products, Testing Parameters and not product specific validated Testing Methods outside the scope of the agreement and GMP

To achieve compliance with GMP, a product specific validation of the testing method for these products and testing parameters is necessary previously. Its the customers duty to order or deliver an product specific validation of these testing methods.

	Product
	Parameter
	Method
	Date/Signature

Principal
	Date/Signature

Interlabor

	
	
	
	
	

	
	
	
	
	


Annex 2 of the Contract Agreement 

between PRINCIPAL and INTERLABOR BELP AG

Responsible Persons – PRINCIPAL
	Name
	Function
	Signature
	Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Responsible Persons – INTERLABOR BELP AG

	Name
	Function
	Signature
	Date

	
	
	
	

	Ruedi Camenzind
	CEO & Qualified Person
	
	

	Dr. Klaus Mandelatz
	Head Quality Management
	
	

	Dr. Nils Zimmermann
	Project Manager
	
	

	Dr. Sabine Fink
	Head of Bioanalytics
	
	

	Heinz Laska
	Head of Trace Analytics
	
	

	Nadia Lambroia
	Head of Pharma Raw Materials
	
	

	Michael Streule
	Head of Pharma Finished Products
	
	

	
	
	
	


Annex 3 of the Contract Agreement

between PRINCIPAL and INTERLABOR BELP AG
Confidentiality Agreement

In consideration of the disclosure of confidential information, the parties identified above agree as follows: 

1. The parties disclosing confidential information are: Both Principal and Interlabor.


In the remainder of this Agreement, the term "Disclosing Party" shall mean the party or parties identified in this Article 2, and the term "Receiving Party" shall mean the party receiving the confidential information. 

2. "Confidential Information" shall mean all knowledge and information which the Receiving Party may acquire from the  employees, consultants, agents or representatives of the Disclosing Party or of its affiliated companies, respecting its proprietary products and processes, ingredients, recipes, know-how, business plan or plans, inventions, designs, methods, systems improvements, trade secrets, and all other information which may come to the knowledge of the Receiving Party by whatever means with regard to the business of the Disclosing Party.

3. Confidential Information is disclosed for the following purpose: Disclosing Party will disclose product specifications and related information to the Receiving Party in order to enable Interlabor to perform analytical services of Principals products and product developments. The Receiving Party shall not use the Confidential Information, directly or indirectly, for any other purpose. 

4. The Receiving Party agrees that it will hold in confidence all Confidential Information. The Receiving Party further agrees that it will not advertise, publish or in any way publicly indicate the fact that it is working with the Disclosing Party for the purposes set out in this Agreement, unless it has received the Disclosing Party's prior written authorization. 

5. Confidential Information shall be disclosed by the Receiving Party only to those of its employees, and employees of affiliated companies, if any, who need to know such Confidential Information for the purposes of this Agreement, who have been informed of the confidential nature of such information, and who are obligated to keep such information in confidence. The Receiving Party shall be responsible for any violation of this Agreement by such employees. 

6. The obligations set forth in this Agreement shall not apply to any portion of the Confidential Information which the Receiving Party can prove: (a) was already known to the Receiving Party prior to any disclosure by the Disclosing Party; (b) was publicly available prior to any disclosure by the Disclosing Party, or subsequently becomes public information through no breach of this Agreement; (c) was received by the Receiving Party from a third party lawfully in possession of the same and not in breach of any agreement or any confidential relationship with the Disclosing Party; or (d) was independently developed by the Receiving Party, its parent or affiliated companies without reliance upon the Confidential Information of the Disclosing Party.

7. Confidential Information shall remain the property of the Disclosing Party. The Receiving Party shall, upon request of  the Disclosing Party, return to the Disclosing Party all Confidential Information supplied by the Disclosing Party, including all copies thereof, and make no further use of it. Return of Confidential Information does not apply to Confidential Information which the Receiving Party is obliged to archive according to Swiss OR ("Obligationenrecht"), ISO 17025 and GMP regulations.

8. This Agreement comes into effect on the Effective Date specified above and shall remain in effect for so long as the Disclosing Party has not released the Confidential Information in its entirety into the public domain.

9. This Agreement may not be assigned without the written consent of the other party, except to affiliates of either party. 

10. No modification of this Agreement shall be effective unless made in writing and signed by a duly authorized representative of each party. 

11. This Agreement shall in all respects be governed by and interpreted according to the laws of Switzerland. Any dispute under this Agreement which cannot be resolved amicably shall be decided exclusively by the civil court of Seftigen, Kanton Berne, Switzerland.

	Principals Company

Address Line 1

Address Line 2

XX-12345 City

Country


	Interlabor Belp AG 

Aemmenmattstrasse 16 

Postfach 205 

CH-3123 Belp 

Switzerland 

	
	

	By 
 ______________________________
	By 
 _____________________________

	Name:  Mr Name

	Name: Mr Ruedi Camenzind

	Date 
 ______________________________
	Date 
 ______________________________


May 19, 2010
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