 (
Certification Guide &
 
Checklist
Zero Discharge of Hazardous Chemicals (ZDHC)
 
Manufacturing Restricted Substances List
 (
MRSL
)
 
Conformance Certification
) (
IDFLAS-FF-
ZDHCMRSL-4401
EN v1.0
)
Section A: Certification Process
Section B: Pre-Assessment Checklist 
Section C: Onsite Assessment Checklist
Section D: Appendices (Documentation Guidance)
[bookmark: _bookmark0]
Section A: Certification Process 
	Product Profile Created and SDS Added by Formulators
	Application (Offline Information Sharing with IDFL)
	Agreement & Quote
	SDS Review & Screening Analysis & Analytical Testing (Level1)
	Onsite Assessment
	Certification Details Input by IDFL
	Certification Acceptance & Product Publication

	
	
	
	
	Management Systems
(Level 2)
	Chemical Hazard Assessment (CHA) Capability
(Level 3)
	
	

	[image: Web portal - Free computer icons]
	[image: 43,100+ Writing Form Stock Illustrations, Royalty-Free Vector Graphics &  Clip Art - iStock | Woman writing form, Person writing form, Doctor writing  form]
	
	[image: 13 Analisis Microbiologico Stock Vectors and Vector Art | Shutterstock]
	
	
	[image: Web portal - Free computer icons]
	[image: 图标

AI 生成的内容可能不正确。]

	1-2 Weeks
	1-2 Weeks
	1-2 Days per formulation
	1-2 Days per site
	1-2 Days per site
	1-2 Weeks
	1-2 Weeks

	· This is just an estimated duration of the whole certification process. The actual time may be shorter or longer depending on the preparedness of formulators. 
· IDFL aims to make its certification service available to all who fall within the scope of the certification in a non-discriminatory way.


A.1 Product Profile Creation 
The formulator initiates the process by creating a new product profile within the ZDHC Gateway. A unique Product ID (PID) is automatically assigned to the product. The product profile is initially saved in "Draft" status, allowing for subsequent edits and additions.
The formulator adds any necessary supplementary information to the product profile, such as the Safety Data Sheet (SDS). The SDS can also be added later, but it must be in place before the product can be published.
A.2 Application

The formulator engages with IDFL for the certification process by sharing its ZDHC Account ID (AID), the Product Name and preferably the PID to ensure accurate product identification. This detailed information should be provided to IDFL with an application form. For any questions or assistance with the application, please contact us. For contact information please visit our directory.

Upon receipt of a completed application, IDFL will review it and begin preparing a quote. If further information is necessary, IDFL may set up a call to clarify and confirm.

A.3 Agreement / Quotation

Once all questions and concerns have been addressed and the scope of the certification confirmed, IDFL will issue an agreement and quote for the certification services. The client is expected to review and formally sign the agreement before the certification process may commence.

A.4 Pre-Assessment / Pre-Testing Preparation

After the agreement has been signed and payment has been received, the next step is to begin the pre-assessment / pre-testing preparation. A documentation checklist is provided to you below for your reference – see Section B. 

After the pre-assessment documents have been submitted and reviewed, IDFL can begin the SDS review, screening analysis and analytical testing (for Level 1 certification) or to schedule an onsite assessment (for Level 2 & 3 certification). To prepare for the site evaluation, see Section C.

A.5 SDS Review & Screening Analysis & Analytical Testing (Level 1)

For Level 1 certification, IDFL will review a valid safety data sheet (SDS) for information on ZDHC MRSL substances (such as section 3 of GHS SDS) to determine ZDHC MRSL risks for analytical testing of the formulation and to check potential presence of substances in the ZDHC MRSL Archived List. 

IDFL may also perform a screening analysis, such as GC/MS, LC/MS, ICP, or any other advanced detection equipment, to identify ZDHC MRSL failures caused by the intentional addition of ZDHC MRSL substances or inactive substances in the chemical formulation. This is to support IDFL’s professional judgement to determine analytical tests for ZDHC MRSL risks in the chemical product. 

IDFL will then conduct analytical testing for ZDHC MRSL substances based on Appendix A (Smart Testing Grid) and methods recommended in ZDHC MRSL V3.1 to select the test parameters.

A.6 Onsite Assessment of Management Systems (Level 2)

For Level 2 certification, evidence of fulfilling Level 1 principles of analytical testing for ZDHC MRSL conformance must be provided, including making available on the ZDHC Gateway a GHS or equivalent SDS or a link to the company website to access the specific SDS.

In the case of formulations eligible for a Level 2 conformance directly, compliance with the principles of analytical testing is achieved through the on-site assessment of the chemical management system by IDFL. This assessment will include the evaluation of the formulator’s testing regime and/or IDFL’s own testing plan and the ability to provide sufficient and reliable information on the formulations’ conformance to ZDHC MRSL. 

An on-site visit will be conducted by IDFL to evaluate the management systems, including:

· Environmental Management System (EMS)
· Occupational Health and Safety Management System (OHSMS)
· Raw Material Management System
· Quality Management System (QMS)
· Chemical Management System (CMS)
· Wastewater, Waste and Air Emissions Management Systems

If the same product is manufactured in multiple locations, it is preferable that all the production facilities be audited or, in any case, evaluated for ZDHC MRSL Conformance Level 2 requirements.

An executive-level commitment of the formulator to protect the environment, worker health and safety, should also be in place and demonstrated onsite through relevant documentation.

A.7 Onsite Assessment of Chemical Hazard Assessment (CHA) Capability (Level 3)

For Level 3 certification, evidence of fulfilling Level 1 principles of analytical testing and Level 2 principles of management systems for ZDHC MRSL conformance must be provided. The required compliance with the principles of analytical testing is achieved through the on-site assessment of the chemical management system by IDFL. This assessment will include the evaluation of the formulator’s testing regime and/or IDFL’s own testing plan and the ability to provide sufficient and reliable information on the formulations’ conformance to ZDHC MRSL.

Additionally, a review of the chemical hazard assessment (CHA) capability of the formulator will form an attribute of this ZDHC MRSL conformance level. 

CHA capability includes the ability to assess and interpret diverse toxicological and other health and environmental information for classification and labelling of a formulation in accordance with GHS as required. This expertise can be in-house or subcontracted to a consultant. 

A.8 Corrective Actions

During the closing meeting of the onsite assessment, the auditor will provide feedback and discuss any non-compliances (if any) and a non-compliance report (NCR) will be issued to the formulator. Corrective actions must be implemented within the set timeframe to close out each non-compliance and obtain certification. 

A.9 Certification Details Input

When all corrective actions are completed, the results are provided to an IDFL certifier. The results are carefully reviewed, and a final certification decision will be made. IDFL is responsible for, and retains authority for the certification decisions, including the granting, maintaining, suspending, withdrawing, rejecting of certification, and extending or reducing the certification scope.

If it’s a positive decision, an IDFL certifier will then input the relevant ZDHC MRSL related certification details directly into the identified product profile(s) either via API integration or through the ZDHC Gateway Bulk Upload functionality.

A.10 Certification Acceptance and Product Publication

The formulator reviews the certification details provided by IDFL, then accepts or declines the certification. Upon verification and acceptance, the formulator publishes the product profile. The published product will then show the ZDHC MRSL-related certification details provided by IDFL. A product can only be published if it has a Safety Data Sheet (SDS).

A.11 Certification Validity

A ZDHC MRSL Conformance Certificate issued by IDFL is valid for 2 years or until a new version of ZDHC MRSL is implemented (whichever is shorter). Formulators should reach out to IDFL for recertification at least 8 weeks prior to the expiration date of the certification to avoid any disruption to the certified status of formulations.

Formulations whose validity for ZDHC MRSL Conformance Level 1, 2 or 3 have expired will be placed in “Expired” category on the ZDHC Gateway. “Expired” formulations are not considered as a ZDHC MRSL Conformance Level. However, it helps to maintain the transparency process in ZDHC Gateway through the Performance InCheck Report. 

Such chemical products will be placed under “Expired’ for eight weeks on the ZDHC Gateway. After eight weeks, the chemical product is set back to ‘private’ in the ‘products’ tab in the formulator’s account on the ZDHC Gateway. The formulator will be able to publish the product and make it visible under the product tab again only if they recertify the product with IDFL at the appropriate ZDHC MRSL Conformance Level.
  



[bookmark: _bookmark1]Section B: ZDHC MRSL Pre-Assessment / Pre-Testing Checklist
The following pre-assessment / pre-testing documentation must be completed and submitted to IDFL before the onsite assessment / testing can be conducted. Please refer to Section D Appendix A for details on preparing management system documents.

	No.
	Documentation
	Guidance (if any)

	1
	Business License
	

	2
	Safety Data Sheet (SDS) 
	For Level 1 certification.
The SDS should be prepared according to American National Standards Institute (ANSI) Z400.1/Z129.1-2010, International Organization for Standardization (ISO) 11014(1), European Commission (EC) 1272/2008 Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH), Globally Harmonised System (GHS), or Japanese Industrial Standards (JIS) Z 7253:2012. 

	3
	Chemical Management System (CMS) / Product Stewardship Manual
	For Level 2 certification.

	4
	Environmental Management System (EMS)
	For Level 2 certification.

	5
	Occupational Health and Safety Management System (OHSMS)
	For Level 2 certification.

	6
	Raw Material Management System
	For Level 2 certification.

	7
	Quality Management System
	For Level 2 certification.

	8
	Wastewater, Waste and Air Emissions Management System
	For Level 2 certification.
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In addition to the pre-assessment documentation, the following documents, records, and preparation should be available during the site evaluation to demonstrate compliance with ZDHC MRSL Level 2 and 3 requirements. This checklist consists of the requirements of ZDHC Manufacturing Restricted Substance List Version 3.1 and ZDHC MRSL Conformance Guidance Version 2.1. For further information, please refer to the corresponding document.

	C.1 ZDHC MRSL Level 2 Environmental Management Requirements
This is a set of processes and practices that enable a facility to reduce its environmental impacts and increase operational efficiency.

	No.
	Requirement
	Guidance (if any)

	1
	ISO 14001 certification, European Union Eco-Management and Audit Scheme, or equivalent EMS.
	

	2
	Evidence of regular self-inspections followed by root cause analysis and corrective action implementation when required.
	

	3
	Log of corrective actions and incident reports.
	

	4
	A written policy and procedure to be shared and available at all times to involved personnel.
	

	5
	Details of the person(s) responsible are documented and displayed where necessary.
	

	6
	Aspect impact assessment to evaluate all operational activities and their impact on the environment.
	

	7
	Monitoring and logging use of energy, water, waste and discharges, with logs accessible at all times.
	

	8
	Clear targets to reduce the impact on the environment and use of energy, water, waste, and discharge and to prepare corresponding reports.
	

	9
	Periodical training of all relevant personnel on the topics of impact assessment, monitoring, and improvement in the use of energy, water, wastewater, and discharge.
	



	C.2 ZDHC MRSL Level 2 Health and Safety Management Requirements
All health and safety working conditions are met by considering hazards and their context.

	No.
	Requirement
	Guidance (if any)

	1
	Personal Protective Equipment (PPE) is provided to workers free of cost to protect their health and to perform required action safely.
	

	2
	The company provides occupational medical assistance when necessary, e.g. by keeping a medical facility at the worksite.
	

	3
	A hazard identification and risk assessment (HIRA) is performed regularly.
	

	4
	Employees receive regular health check-ups related to chemical handling.
	

	5
	Periodical safety training is provided for selected personnel for fire prevention and evacuation drills.
	

	6
	Method and list of trained personnel for safety training is documented and displayed at the worksite, with roles clearly explained and defined for the trained personnel.
	

	7
	Procedure to document and follow up any health, safety or hazard incident, or other emergency response process.
	



	C.3 ZDHC MRSL Level 2 Raw Material Supplier Management Requirements 

	No.
	Requirement
	Guidance (if any)

	1
	Suppliers of raw materials (components, basic products, active ingredients and other materials required for the manufacturing of the final chemical formulation) are evaluated to ensure adequate transparency.
	

	2
	Communication of clear product specifications and ZDHC MRSL (latest version) conformance, and conformance to other substances of concern (such as EU REACH, Cal Prop 65 etc.), plus relevant listing of the country or region-specific inventories, as applicable.
	

	3
	Evidence of checking for ZDHC MRSL conformance during purchasing or receipt of raw materials, or toll-manufactured or outsourced chemical products.
	

	4
	Verification process to ensure raw material supplier quality specifications are consistently achieved.
	

	5
	Assessment of raw material vendors for their quality and chemical management systems.
	



	C.4 ZDHC MRSL Level 2 Quality Management Requirements 
Setting and maintaining raw material, in-process and finished product specifications for quality parameters.

	No.
	Requirement
	Guidance (if any)

	1
	A process to restrict the release of finished products until specifications are confirmed.
	

	2
	A process to address non-conformances to quality specifications which includes root cause analysis and corrective actions.
	

	3
	Processes which outline standard operating procedures (SOP) including actions to be taken in the case of deviations.
	

	4
	Documented in-process controls and evidence of implementation and consistent performance.
	

	5
	Training of personnel to ensure they are sufficiently skilled and qualified to check and grant quality requirements of formulations. Relevant activities must be recorded, documented and kept ready during the audit.
	Required documents must include but are not limited to:
· Certificates of education and competence
· Participation in training courses
· Demonstrated experience
· Involvement in relevant regulatory or voluntary activities



	C.5 ZDHC MRSL Level 2 Chemical Management Requirements / Product Stewardship Preparation
Should be implemented to properly track, store and manage input inventory and finished products, to ensure correct product stewardship.

	No.
	Requirement
	Guidance (if any)

	1
	Monitoring ZDHC MRSL and/or other restricted substances as applicable in finished formulations through internal or external systems of testing for restricted substances.
	

	2
	Responsible person or team for chemicals management / product stewardship.
	

	3
	Up-to-date chemical inventory of raw materials, work-in-progress and finished products.
	

	4
	Availability of an updated SDS for all formulations.
	

	5
	Critical hazard information of on-site chemicals is available to workers in the local language.
	

	6
	Process for evaluating and communicating chemical hazards, including training for all employees.
	

	7
	SOP for chemical handling, PPE or engineering controls as required.
	

	8
	Safe storage conditions for all on-site chemicals.
	

	9
	Process flow diagrams, bill of materials for each chemical batch, and conditions of manufacturing (time, temperature, pressure etc.)
	

	10
	Capability and resources to demonstrate expertise in providing users of the formulations with sufficient technical and suitable application knowledge and information to assist them in fulfilling their customer’s requirements. This can be achieved via technical data sheets, on-site visits, e-mail, or verbal communication.
	

	11
	Recording, reporting and continuous improvement concerning chemical-re-lated accidents and incidents.
	



	C.6 ZDHC MRSL Level 2 Wastewater, Waste and Air Emissions Management Requirements

	No.
	Requirement
	Guidance (if any)

	1
	Wastewater treatment and discharge meets legally permitted limits.
	

	2
	A schematic flowchart of the wastewater treatment process.
	

	3
	A copy of the discharge permit or license to operate, including a list of the regulated parameters, their limits, and associated test data.
	

	4
	Log details of the quantity of wastewater discharged (direct or indirect) against either a daily limit or maximum limit allowed.
	

	5
	Demonstrating, with proper evidence, that the waste storage and disposal system, including the sludge generated, is in place and meets local regulation.
	

	6
	A copy of the necessary permits for waste disposal should be present.
	

	7
	All air emissions must meet legally permitted limits and a copy of necessary permits for air emissions should be documented.
	



[bookmark: _bookmark3]C.7 ZDHC MRSL Level 3 Chemical Hazard Assessment (CHA) Requirements
· The formulator should be able to provide complete and correct data as well as a standard methodology for hazard profiling of a formulation, including assessment for ZDHC MRSL and other relevant authoritative lists such as ECHA, CLP, REACH, IARC, Toxic Substances Control Act (TSCA) etc.
· Streamlining with positive lists such as Safer Chemical Ingredients List of United States Environment Protection Agency (US EPA).
· Active tracking of the applicable legislation on chemical restrictions for all relevant sales jurisdictions and communication of appropriate information to downstream users.
· Expertise in authoring SDS, including the capability to translate into country-specific SDS formats (preferably IT-supported).
· Expertise in Transport of Dangerous Goods classification to provide appropriate transport information in Section 14 of a GHS conformant SDS.
· Reformulation capability to identify safer (less hazardous) alternatives to substances of concern and to successfully reformulate. This includes:
❒   Demonstrate chemical and application expertise to evaluate the performance of the reformulated product(s) and evidence of implementation.
❒   Demonstrable capability to evaluate the replacement of substances of concern with safer alternatives according to current best practices such as;
› OECD (2021), Guidance on Key Considerations for the Identification and Selection of Safer Chemical Alternative.
› OECD Series on Risk Management, No. 60, Environment, Health and Safety, Environment Directorate, OECD (CB)
National Research Council 2014 – A Framework to Guide Selection of Chemical Alternatives. Washington, DC: The
National Academies Press.
› Interstate Chemicals Clearinghouse (IC2), 2017: Alternatives Assessment Guide Version 1.1
❒   Keep a database of full product composition for all formulations.
❒   Demonstrate change management capability in case of new regulations and new hazard classification of substances.
❒   Have data on the possible safer alternatives, their application, and the corresponding performance results.


Section D: Appendices (Documentation Guidance)
IDFL has prepared the following appendices to help with the preparation of the ZDHC MRSL documentation. Each appendix references a specific document / manual and includes the suggested sections (information and/or procedure) that should be used to prepare the document. Please note, the list of sections is for reference only – some may not apply.

	Appendix A: Management System / Product Stewardship Manual Guidance

	Section - Information and/or Procedure
	Guidance

	Company introduction
	

	Organizational chart (including appointment of ZDHC MRSL management representative and all other important roles and responsibilities)
	

	Management system
	

	· Control of documents
	

	· Control of records
	

	· Internal audits
	

	· Management review
	

	Staff training procedure
	

	Product development
	This shall include legal requirements related to safety, requirements of applicable industry standards, including ZDHC MRSL requirements

	Testing Plan
	This shall include raw materials, intermediate, by products, finished products

	Supplier evaluation procedures
	

	Raw materials
	This shall include a risk assessment, regular test

	Processing and Drafting SDS
	This shall include a risk assessment, regular test, procedure, and records for identification throughout the production flow

	Production management
	

	· Production Order procedure
	

	· Internal Traceability
	

	· Testing
	

	· Mass Balance
	

	· Identification procedure
	

	ZDHC Signs application and management
	

	Subcontractor management procedure
	

	Quality management procedure
	

	Transporting procedure
	

	Packaging procedure
	

	Storing procedure
	

	Marketing and sales procedure
	

	Use and end-of-life cycle
	

	Handling client complaints
	

	Continuous improvement
	






	Appendix B: ZDHC MRSL Environmental Management System (EMS) Requirements

	This manual should include the following written sections with the related information and/or procedure.

	Appointment of responsible person / representative

	Target goals and procedures in reducing energy and water consumption (Reduce, Reuse, Recycle)

	Production energy consumption data

	Production water consumption data

	Waste management procedures – minimizing waste and discharges

	Staff training procedures related to energy use, water use, wastewater, air emissions and Waste Management

	Continuous Improvement Procedures



	Appendix C: ZDHC MRSL Chemical Management System (CMS) Requirements

	This manual should include the following written sections with the related information and/or procedure.

	Appointment of responsible person / representative

	Chemical management, control and handling

	Chemical safety

	Mechanism for collecting MSDS

	Training Procedures
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