Vertical Audit Checklist – Ex Product
Aligned with EN ISO/IEC 80079-34:2020 (Clause-Relevant)
This vertical audit checklist is used to verify that an Ex-product awaiting dispatch is fully compliant with the ATEX certificate and the quality management system requirements of EN ISO/IEC 80079-34:2020. The audit evaluates the effectiveness of implemented processes as they specifically relate to the selected Ex product.

The checklist references clause-relevant QMS elements but focuses only on those applicable to the conformity of the specific product, not a full system audit.
	Audited areas
	Audit findings and evidences
	verdict

	4.4. ensuring that the Ex-Product conforms to the type described in the EU type examination certificate and the relevant technical documentation.
Note: there should be a control checklist at least one time for each Ex-product within the scope of QAN
	
	

	7.1.5. a list of measuring devices used to check incoming material and components, in process parameters and final product relevant to each Ex-product within the scope of QAN.
All above-mentioned devices must be calibrated or verified according to requirements of 7.1.5.
	
	

	7.2 and 7.3. achieved trainings, gained competencies and awareness of all staffs including below jobs relevant to each Ex-product within the scope of QAN, shall be checked and verified.
	· Ex authorized person(s):
· Manufacturing:
· Inspecting:
· Testing:
· Sales:
· Marketing:
· supply management:
· calibration: 
· quality control:
	

	7.5.3, (part a) There should be evidence by which the “technical documentation” and “manufacturer’s documentation” relevant to each Ex-product within the scope of QAN, have been specified.
	
	

	7.5.3, (part b) there should be an effective check for Compatibility of Manufacturer Documentation with Technical Documentation relevant to each Ex-product within the scope of QAN, have been specified.
	
	

	7.5.3, (part c) check if no factor (type, characteristic, position etc.) relevant to each Ex-product within the scope of QAN, defined within the ATEX certificate and technical documentation, has been modified unless otherwise permitted by the notified body.
	
	

	7.5.3, (part d) check traceability between “related drawings” to “schedule drawings” relevant to each Ex-product within the scope of QAN
	
	

	7.5.3, (part g,i) in below cases:
Checking if periodic controls are done to ensure that the validity of ATEX certificate and QAN, are still valid.
	
	

	7.5.3, (part j) existence and retaining below quality records relevant to each Ex-product within the scope of QAN, 

	· EU Declaration of Conformity:
· ATEX certificate:
· Quality Manual:
· procedure for Control of Nonconforming Ex Products:
· responsibilities and authorities for the assigned Ex relevant roles: 
· customer order:
· purchase order for Ex components:
· contract review:
· training records:
· design and development changes:
· routine test results:
· inspection for incoming material and components:
· calibration certificates for measurement device:
· internal calibration or verification results for the measurement devices:
· identification and traceability: 
· sub-contractor evaluation:
· delivery data (customer, delivery date and quantity, including serial numbers where available):
	

	8.1. has the internal audit on all processes relevant to the Ex certified product been conducted based on annex A and annex B of EN ISO/IEC 80079-34:2020?
The status of follow-up corrective actions from previous audit.
	
	

	8.3.6. have the changes in product design and development been controlled and managed?
(Specially in terms of change identification, change impact analysis, notified body checking and final approval of the change.)
	
	

	8.4.1. which approach has been selected for control of external providers?
	☐ Implementation requirements of 8.4.1
☐ Implementation requirements of 8.4.1
☐ Implementation a combination of requirements of 8.4.1 and 8.4.2
	

	8.4.1. in case that an external provider not used for a period exceeding one year, has the re-evaluation been done?
	
	

	8.4.1. in case that the features of the externally provided product(s) affecting the Type of Protection can be verified at a later stage or are verified by the manufacturer, which evaluation method(s) have been selected?
	☐ Exist an acceptable assessment report based on QMS requirements of EN ISO/IEC 80079-34:2020;
☐ Exist a QMS certificate in accordance with the appropriate standard and with an acceptable scope;
☐ a documented site assessment by the manufacturer to ensure that all relevant controls are available, documented, understood and effective, (including criticality of the product, process or service, degree of difficulty, or variability in the manufacturing process, location of the external provider and hence the effectiveness of communications and subcontracting of the product, process or service) 
	

	8.4.1. in case that the features of the externally provided product(s) affecting the Type of Protection can NOT be verified at a later stage or are verified by the manufacturer, which evaluation method(s) have been selected?
	☐ determined the level of possible self-control and verification by supplier, for the purpose of demonstrating that the control process implemented by the external providers, ensures Ex compliance.
☐ the certification body responsible for the verification of QAN for the organization (manufacturer), has performed periodic audits at the external provider.
	

	8.4.2.a) has the verification of compliance of the supplied product with relevant Ex final product certificate been done? 
	
	

	8.4.2. has the supplied product(s) had a valid ATEX or IECEx certificate?
Note: if the answer is Yes, the next question (8.4.2.b,c) does not need to be answered. 
	☐Yes, number:          issue date:          issuing CB: 
☐No
	

	8.4.2. b,c) on-site assessment for internal verification and production system of the supplier.
Note: both verifications (determining level of possible self-control and also capabilities of production) must be done.
	☐ determined the level of possible self-control and verification by supplier, for the purpose of demonstrating that the control process implemented by the external providers, ensures Ex compliance.
☐ Assessment for the purpose of verifying capabilities of the supplier for producing the requested Ex component, equipment or material.
	

	8.4.2. d) determination the responsibility for performing routine test (by supplier or manufacturer) for each and every produced produce
Note: specify the details. especially the document by which the responsibility has been determined and communication date to supplier.
	☐ supplier
☐ manufacturer
	

	8.4.2. f) in case of adopting “sample inspection or tests” has the evaluation conformity of "sample inspections or tests" with the entire supplied batch, been considered, in checking the supplied Ex product batch?
	
	

	8.4.2. g) checking the training and specialist skills or knowledge, required for verification:
	☐ training material exists and maintained;
☐ specialist skill has been defined;
☐ knowledge or background; 
☐ training records are maintained;
	

	8.4.2. h) has the location of inspection and tests of supplied product been determined in one of these three options? 
	☐ only manufacturer's premises;
☐ supplier's premises, or 
☐ a combination of both; explain the details: 
	

	8.4.2. K) which of the given solutions has been selected to verify the continued conformity of the incoming materials critical to the applied Type of Protection, used in the production of the Ex-Products?
	☐ Review the Declaration(s) of Conformity from the external provider of the material within the supply chain that can impact the material characteristics;
☐ Review the material confirmation that the material maintains the particular material properties of concern;
☐ Review the material manufacturer’s process and data for the validation of material characteristics. 
☐ Confirmation that Ex final product testing, necessary to confirm the material is in accordance with the certificate or schedule drawings, is repeated as required. 
☐ any utilized alternative processes, if the provided a level of conformity same as one of above solutions, could be demonstrated. Explain the taken process: ……………………….. 


	

	8.4.3. have the information and requirements of purchase including given information, been determined and communicated to the supplier? 
	☐ General requirements of the item to be purchased including applicable standards, protection type(s), Ex-marking
☐ detail criteria for ensuring compliance of the supplied product with relevant Ex final product certificate (according to the existing control checklist) 
☐ Existence an acceptable assessment report made by an accredited certification body, based on QMS requirements of EN ISO/IEC 80079-34:2020;
☐ Existence a QMS certificate (such as ISO 9001, ISO 29001, ISO 3834, ISO/IEC 80079-34 or a similar standard) in accordance with the appropriate standard and with an acceptable scope relevant to the item to be purchased;
☐ Existence a documented site assessment by the buyer, considering “criticality of the product, process or service”, “degree of difficulty, or variability in the manufacturing process” and “location of the external provider and hence the effectiveness of communications”.
☐Requirements for external provider production capability
	

	8.4.3. for the supplied items which their conformance cannot be verified after manufacture, which of the given requirements has been selected for supplier and communicated to him?
	☐ determination the level of possible self-control and verification by supplier
☐ the certification body responsible for the verification of QAN of the, performs periodic audits at the supplier.
	

	8.5.1 is there an available list of production processes which affect the integrity of Ex protection type(s) relevant to the Ex-product with highlighted special processes?
	
	

	8.5.1. Verify product name, model, type, and serial number to be match with the ATEX certificate.
	
	

	8.5.1. Confirm the information on the certificate to be match with the final product type and its labeling.
	
	

	8.5.1. Verify correct and approved versions of “related drawings” are used during production processes
	
	

	8.5.1. checking if the applied variations on product, are permitted by the EU type examination certificate.
	
	

	8.5.1 checking if the production processes affecting Ex parameters in the final product, are operated under controlled conditions: 
	☐ Verify relevant work instructions were available and followed.
☐ Check that the production processes are performed by qualified and authorized personnel.
☐ Check equipment used in manufacturing is maintained 
☐ check the measuring and control device used in production processes, are calibrated or verified, where required.
☐ Check correct materials used for enclosures, gaskets, seals, and other critical parts
	

	8.5.2. check if the identification and traceability are in compliance with the requirements specified by annex 1 of this checklist. 
	
	

	8.5.3. in case that receiving any property belonging to customers or external providers, has the verification of its compliance been done according to the criteria for “verifying the supplied product with relevant Ex final product certificate”? 
	
	

	8.5.4 for preservation requirements, which evidence of conformity exist for the products within the QAN scope?
	☐ handling: 
☐ contamination control: 
☐ packaging:
☐ storage:
☐ transmission or transportation:
☐ protection:
	

	8.6. does the final product inspection plan cover all specifications affect the explosion-proof parameters (in compliance with the checklist of control final product against ATEX certificate) and is available for the inspectors (quality controllers)?
	
	

	8.6. does the final product inspection plan cover the requirement of routine tests? and are the routine tests performed in an effective way for all produced products?
	
	

	8.6. are all of the final products are checked according to inspection plan before release to the warehouse? And by the persons which has been qualified and authorized in advance?
	
	

	8.6. in case of applying a random control of the final products instead of 100% check, has any justification been defined for such replacement? and in such case, are the required number of the final products checked according to the defined sampling plan?
	
	

	8.6. are the sufficiency and correctness of labeling and documentation which should accompany the product, including manuals (instructions), DoC, certificate copies and so on, checked according to the part 2.5 (release from factory and Placing on the Market) of the guide for identification and traceability requirements of the part 2.5 of annex 1 of this checklist? 
	
	

	8.7. are all of the specific requirements needed for identification, correctness and managing Ex products fulfilled?  
	☐checking if the non-conformity affects product compliance with ATEX/IECEx certificate;
☐ estimation the risk raised of the non-conformity;
☐ checking if the non-conformity causes an unsafe product to be supplied to customers
☐information the non-complaint product to the customer and certification bodies relevant to ATEX/IECEx certificate and quality assurance notification/report;
☐evaluation necessity for placing public notice relevant to the non-compliance product;
☐evaluating possibility for obtaining concessions for non-conforming Ex Products from the customer
☐checking the existence of necessary records relevant to non-conforming product.
	






Annex 1- Requirements for identification and traceability of explosion-proof product throughout the entire production process

0. Generalities:
0.1. Purpose:
ensuring clear identification and traceability for incoming material, semi manufactured and final explosion-proof product, throughout all stages, including:
· manufacturing, 
· testing, 
· final inspection, and 
· release to the market.

0.2. Scope:
Applies to all Ex-products manufactured, modified, tested, inspected, or shipped to customer by the manufacturer, including final product and its relevant significant parts.
Example of Significant parts: a printed circuit board (PCB) and safety component of an intrinsically safe circuit, but not each electronic component on a PCB. 
Therefore, for implementation the requirements of identification and traceability, 
0.3. Responsibilities
· [bookmark: _Hlk215844098]Responsible for ensuring that the identification and traceability methods, are implemented and maintained, should be determined. 
· Responsible for ensuring that identification and traceability system, complies with EN ISO/IEC 80079-34, should be determined.
· Responsible for executing the required methods for identification and traceability and relevant record data at each stage, mentioned in the “purpose” paragraph, should be determined.
1. Basic requirement
Each explosion-proof product shall be uniquely identifiable and also traceable at every stage of production process.
The means of identification, should remain: 
· Legible;
· Durable; and 
· tamper-resistant 
during the all stages of 
· manufacturing, 
· testing, 
· final inspection, 
· transportation to the market; and 
· during storage in customer's warehouse.
 means of traceability, are:
· unique provisional identification number (PIN) for incoming material and components and also for in process stages (relevant to semi-manufactured product)
· unique serial number or product code (QR/2D/Barcode) for final product
· Batch/lot number
· Production order number
Traceability factors are, as applicable and appropriate:
· Production date
· The operators and inspectors who have been involved in the production and inspection of the product
· The devices by which the product has been produced and tested
· The information of the batch of incoming parts relevant to the product
· Release dates from production and from factory  

2. Identification and traceability at each stage of production process
2.1 Incoming Material and component 
1. All safety-critical Ex components (e.g., flame paths, enclosures, terminals, cable glands, certified accessories) must be:
· Checked for correct marking and certification status.
· Assigned a batch/lot reference and recorded in the material control system and documents.
2. Non-conforming or uncertified components should be labelled, separated and stored in a segregated location.

2.2 Production Stage Identification
1. Upon release of a production order, each unit should be assigned a unique provisional identification number (could be named as PIN).
2. The PIN should be attached physically (e.g. traveler sheet tag, barcode label) and if possible, digitally (e.g. ERP/MES system).
3. As the product moves through assembly steps, production operators and quality control inspectors, should record below information in production and quality control records:
· Workstation
· Date/time
· The control device by which the check is done
· Operator ID
· Critical characteristics (torque values, flame path checks, gasket installation, etc.)
4. Production records should be linked to PIN.
5. Any replacement or rework of critical components should be linked to production records and PIN.


2.3 In-Process Testing Identification
1. The PIN should accompany the product in all testing stations.
2. The Ex-test results (including routine tests e.g., pressure tests and dielectric tests) of the product should be linked and traceable to production records and to the PIN.
3. Failed units in testing, should be labelled (e.g. REJECT – DO NOT USE) and be moved to a controlled area for evaluation and their information should be recorded in production and inspection reports. 

2.4 inspection and release from production
1. after passing all checks, if the product is in compliance with the quality plan, then a permanent and unique product serial number, according to the part c) of 29.3 of EN ISO/IEC 80079-34:2020, is assigned to the product.
2. Mandatory marking including all necessary information described in clause 29.3 of EN ISO/IEC 80079-34:2020, should be placed on final product.
3. A final check for legibility and permanence of the placed marking on product, should be done.
4. Needed traceability factors (inspector, control device and release date) should be recorded in inspection reports. 

2.5 Release from factory and Placing on the Market
1. Before shipment, an authorized person, should perform below checks:
· Correctness of product Serial number and its traceability to production and inspection records
· Correctness of labeling and documentation which should accompany the product, including manuals, DoC, certificate copies and so on, 
· traceability of product labelling to production and inspection records.
· a final check on existence “identification and traceability factors” and link between them, in the documents resulted from points 2.1 to 2.4 above. 
2. Release of products from factory is performed only when the result of above three checks, is positive.
3. a copy of product serial number and associated documents are archived in the traceability system for the retention period defined in the QMS.

3. Control of non-conformities in identification and traceability 
· Units with unclear, missing, duplicated, or incorrect identification must be quarantined.
· The product units or batches which their traceability is not possible or clear, should be segregated and not released from production or from factory 
· Re-identification can only be performed by a unique person who has been appointed for this task, previously.
· Any unauthorized remarking is prohibited.

4. Record Keeping
All identification and traceability records must be retained for the period defined by the company QMS which is typically 10 years.
In special cases, if a retention period, required by legal authorities or by notified body, it should be fulfilled.
