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Introduction
The present quality agreement replaces any previous version. It describes and regulates the obligations and responsibilities relevant for GMP between the principal and the contractor according to the:

· EU Guide to Good Manufacturing Practice Part I - Basic Requirements for Medicinal Products, EudraLex - Volume 4 [GMP I] and
· EU Guide to Good Manufacturing Practice Part II - Basic Requirements for Active Substances used as Starting Materials, EudraLex - Volume 4 [GMP II]


The contract is signed by the principal:

Principal
Street 21
9999 Place
Country

hereinafter referred to as “Principal”

and the contractor:

Interlabor Belp AG
Aemmenmattstrasse 16
3123 Belp
Switzerland

hereinafter after referred to as “Contractor”.


Purpose of the Agreement
The principal plans to award orders to the contractor for analytical definition of pharmaceutical raw materials, excipients and finished products. The contractor has the analytical potential and the capacity for the tests stated. The analyses will be performed by the contractor considering the above mentioned regulations. 


Legal and Quality Management
The principal confirms to possess an official manufacturing licence which covers the range of the intended activities. An official licence or GMP certificate approves this and will be provided on request. 

At closing of the agreement, the contractor has a valid GMP certificate of Swissmedic, which confirms the contractor’s compliance with the rules of Good Manufacturing Practice.


Responsibilities
The table below lists the responsibilities of the contractor and principal. It is the principal's responsibility to place an order for analysis with the contractor. 

	Subject matter of the agreement
	Responsibility of:

	
	principal
	contractor

	General

	Provision of Safety Data Sheets
	x
	

	20 years archiving of:
Test reports or CoAs, raw data and analysis methods
	
	x

	Batch release
	x
	

	Storage of retain samples
	x
	

	Sample transportation
	x
	

	Assignment and pre-approval of subcontractors
	x
	

	Facility, Equipment, Personnel

	Ensure facilities appropriate for testing
	
	x

	Maintenance, cleaning and disinfection (if appropriate), operation of facilities and equipment (incl. instrument calibration, temperature monitoring of storage facilities etc.)
	
	x

	Retention of records for activities mentioned in previous row
	
	x

	Training procedure for new employees as well as continuous training 
	
	x

	Retention of training records 
	
	x

	Products, test parameters, specifications, methods

	Provide specifications for tested material in written form
	x
	

	Ordering product-specific validations
	x
	

	Performing validation work
	
	x

	Perform verification of compendial procedures / methods a)
	
	x



a) For compendial methods verification does not need to be ordered by the principal. Exception: product-specific validation is required according to the compendial method or biological testing is concerned. In these cases, verification / validation needs to be ordered by the principal.


[bookmark: _Hlk163031782]In case of storage of sample material at Interlabor premises without planned performance of analysis the following responsibilities apply:

	Subject matter of the agreement
	Responsibility of:

	
	principal
	Interlabor

	Specifications and Safety Data Sheets
	x
	

	Storage of samples
	
	x

	Sample transportation (to and from Interlabor)
	x
	




Products, Test Parameters, Specifications and Methods
Products, test parameters, specifications and analytical methods covered by this agreement are listed in annex 01. This annex can be changed or expanded at any time by mutual agreement (e.g. addition of new products / test parameters). Taking cost constraints into account, contractor uses pharmaceutical secondary standards. If not otherwise regulated with the principal or specifically demanded for an analysis request these standards are used when available.
If reference standards are provided by the principal the principal guarantees that the reference is suitable for the intended purpose and was stored / shipped according to manufacturer’s instruction.

If for certain analyses additional values (e.g. loss on drying or water content etc.) are required, they are usually determined by the contractor. If the principal provides these values the sole responsibility for GMP compliance of these values lies with the principal.


Obligations for Information and Release
The principal and contractor commit to mutually inform about planned changes at GMP relevant guiding documents, specifically analytical methods or product specifications and – as appropriate – to release these guiding documents (“Change Control”). Duty of notification to registration authorities is incumbent to the principal. This concerns only documents or processes related to the customer’s products (see also annex for details).
When a deviation from a given procedure occurs, which is related to the customer’s order, the contractor will inform the principal with a Deviation Report.

If analytical results do not meet the specifications given by the principal, the contractor will execute a Phase I OOS Investigation according to the FDA’s Guidance for Industry ”Investigating Out-of-Specification (OOS) Test Results for Pharmaceutical Production“. The contractor will inform the principal in writing within 2 working days about the occurrence of the OOS case. The principal will be informed about the outcome of the OOS investigation with an OOS Investigation Report after completion of the investigation. It is within the discretion of the principal to start a Phase II OOS investigation.

Out of Trend (OOT) Monitoring can be performed on principal’s request for regular analysis of the same product and if there is a previous agreement of the OOT criteria for the specific product.


General Terms and Conditions
The contractor’s general terms and conditions form an integral component of the present agreement. The terms and conditions regulate the right of access of the principal and confidentiality of business information. Analytical processes subject to contractor’s copyright will be gladly made available to the principal according to these terms for further use for a fee.

The contractor permits the conduction of on-site audits by appointment and reasonable access to areas related to the provided services, including pertinent documentation and electronic data. Regulatory inspections of the principal are supported by the contractor when services provided are concerned. This may include review of the current document by authorities.

Modifications of this agreement or of the terms and conditions are possible at any time under 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.


Governing law and jurisdiction
The Agreement shall be governed solely by the laws of Switzerland; however, neither the laws of conflict nor the United Nations Treaty on Contracts for the International Sale of Goods (CISG) shall apply.
The courts at the domicile of the contractor shall have sole jurisdiction. 


Applying Documents
Annex 01:	Products, Test Parameters, Analytical Methods and Specifications



Signatures

Contractor (Date & Signature)





……………………………..	……………………………..
Dr. Olivier Aebischer		Dr. Lydia Stucki		
Head of Customer Service		Responsible Person (FvP, Swiss RP)


Principal (Date & Signature)





……………………………..	……………………………..
Name		Name	
Function		Function



History

	Version
	Valid as of

	01
	18.02.2025

	02
	See last signature, chapter 10
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Annex 01, Version 01 to the Quality Agreement Version 01, between principal (principal) and contractor (Interlabor Belp AG)

List of products, test parameters and product specific validated testing methods

	Product
	Parameter
	Method
	Specification

	tbd
	tbd
	tbd
	tbd

	Raw materials and intermediate products
	according to monographs of the current:
Ph.Eur., USP-NF, Ph.Helv, JP, PhF, BP, Ph.Int., HAB, DAB, JECFA, FCC, DAC/NRF 1)
	corresponding monograph
	corresponding monograph


1) Analysis will be performed by Interlabor, if the product is described in a monograph of Ph.Eur. (European Pharmacopoeia), USP-NF (U.S. Pharmacopeia), Ph.Helv. (Pharmacopoea Helvetica), JP (Japanese Pharmacopoeia), PhF (French Pharmacopoeia), BP (British Pharmacopoeia), Ph.Int. (International Pharmacopoeia), HAB (Homöopathisches Arzneibuch), DAB (Deutsches Arzneibuch), JECFA (Joint FAO/WHO Expert Committee on Food Additives), FCC (Food Chemicals Codex) or DAC/NRF (Deutscher Arzneimittel-Codex/Neues Rezeptur-Formulation) and Interlabor is equipped with the equipment, required by the corresponding monograph. If not otherwise arranged or explicit requested by the principal, the analysis will be performed following the current version of the compendia procedure.


Contractor (Date & Signature)





		
Dr. Lydia Stucki
Responsible Person (FvP, Swiss RP)


Principal (Date & Signature)





	
Name
Function


History

	Version
	Valid as of

	01
	18.02.2025

	02
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