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Introduction

In today’s globalized economy, product safety is no longer a mere regulatory requirement but a cornerstone of

brand reputation, customer trust, and market competitiveness. When it comes to machinery, the risk of accidents

and injuries is significant, and manufacturers must adopt robust risk management frameworks to protect workers
and the public. One of the most widely recognized frameworks for machinery safety is ISO 12100:2012, the

international standard that provides principles for risk assessment and risk reduction. In Spain, the adoption and

implementation of this standard are facilitated by the Spanish Association for Standardization (AENOR) through its

national standard UNE, which mirrors ISO guidelines while incorporating local legal and technical nuances.

Understanding the relationship between AENOR, UNE, and ISO 12100:2012 is essential for Spanish

manufacturers, importers, and users who wish to demonstrate compliance, secure certification, and ensure safe

operation of their equipment.

What Is ISO /12100:20127?

Scope and Purpose

ISO 12100:2012 is the foundational standard for machinery safety, published by the International Organization for
Standardization (ISO). It defines a systematic approach to identifying hazards, assessing risks, and implementing
appropriate risk reduction measures. The standard applies to all types of machinery, from simple hand tools to
complex industrial robots, and is intended for manufacturers, designers, and users who need to ensure that
equipment meets safety requirements.

Key Concepts

e Hazard ldentification — Recognizing potential sources of harm, such as moving parts, electrical circuits, or
chemical exposure.

¢ Risk Assessment — Determining the likelihood and severity of injury or damage associated with each hazard.

¢ Risk Evaluation — Comparing assessed risks against acceptable safety levels, often defined by legal or
industry thresholds.

¢ Risk Reduction — Selecting and applying engineering controls, protective devices, or procedural changes to
bring risks within acceptable limits.

¢ Residual Risk — The remaining risk after all reduction measures are applied; it must still be manageable and
documented.

Structure of the Standard
ISO /12100:2012 is organized into several sections that guide users through a step by step methodology:

General requirements and definitions
Risk assessment methodology

Risk reduction principles
Documentation and record keeping

5. Application examples and case studies

A

Each section builds on the previous one, ensuring a comprehensive risk management process that can be adapted



to various industrial contexts.

What Is UNE and the Role of AENOR?

UNE —The Spanish National Standard

UNE stands for “Norma Espafiola” and represents the Spanish national adaptation of international standards. UNE
standards are developed and published by AENOR, the Spanish Association for Standardization, and are legally
recognized throughout Spain. While UNE often aligns closely with its ISO counterpart, it may incorporate specific
legal requirements, industry practices, or technical details relevant to the Spanish market.

AENOR —The Standardization Authority

AENOR is the official body responsible for the development, publication, and maintenance of Spanish standards. It
collaborates with national and international organizations to harmonize Spanish norms with global best practices.
AENOR’s responsibilities include:

¢ Developing new standards and updating existing ones.

e Providing certification and conformity assessment services.
e Offering training, workshops, and technical support.

¢ Representing Spain in international standardization forums.

By bridging international guidelines with local regulations, AENOR ensures that Spanish manufacturers can
compete globally while meeting domestic safety and quality expectations.

How AENOR, UNE, and ISO /12100:2012 Interconnect

Direct Alignment

UNE 10500:2012 is the Spanish version of ISO 12100:2012. The content, structure, and methodology are
essentially identical, guaranteeing that Spanish users can rely on the same risk assessment framework used
worldwide. The UNE version also references Spanish legislation, such as the Machinery Directive (Directive
2006/42/EC) and the Spanish Industrial Safety Law (Ley 39/2015), making it legally binding within the country.

Certification Pathways

To demonstrate compliance with UNE 10500:2012, companies can seek certification from AENOR. AENOR’s
certification process typically involves:

1. Submitting technical documentation and risk assessment reports.
2. Undergoing an audit of design, production, and quality systems.
3. Receiving a conformity certificate that can be displayed on product packaging or marketing materials.

Once certified, manufacturers can claim compliance with ISO 12100:2012, which is recognized by international
customers and regulatory bodies.

Legal Implications

In Spain, compliance with UNE 10500:2012 is not optional. The Machinery Directive requires that all machinery
placed on the market meets safety standards, and UNE 10500:2012 fulfills that requirement. Failure to comply can
result in legal penalties, product recalls, and reputational damage.

Why Compliance Matters: Safety, Law, and Business Value

Protecting Workers and the Public



Accidents caused by machinery can lead to severe injuries, fatalities, and property damage. By systematically
applying 1SO 12100:2012 principles, companies reduce the likelihood of such incidents. AENOR’s certification
process further verifies that safety measures are not only designed but also implemented effectively.

Legal and Regulatory Compliance

Spain’s legal framework obliges manufacturers to conform to UNE 10500:2012. Non compliance can trigger
sanctions from the Spanish Safety Agency (Agencia Espafiola de Seguridad Industrial), leading to fines or product
withdrawal.

Market Access and Competitive Advantage

International buyers increasingly demand evidence of safety compliance. AENOR certification, which references
ISO 12100:2012, serves as a trusted seal of quality that can open doors to new markets, particularly within the
European Union.

Cost Savings Over Time

While initial certification incurs costs, the long term benefits include reduced insurance premiums, fewer product
recalls, and lower liability exposure. A robust risk management system also improves operational efficiency by
preventing downtime caused by safety incidents.

Steps to Achieve Compliance with UNE 10500:2012

1. Conduct a Comprehensive Risk Assessment

Start by identifying all potential hazards associated with the machinery. Use the ISO 12100 methodology to evaluate
each hazard's likelihood and severity. Document findings in a risk assessment report.

2. Develop Risk Reduction Measures

Based on the assessment, design engineering controls such as guards, interlocks, emergency stops, and
safety rated components. Where engineering solutions are insufficient, consider administrative controls or protective
equipment.

3. Compile Technical Documentation
Create a technical file that includes:
¢ Design drawings and specifications.
¢ Risk assessment and risk reduction documentation.
e Test reports and validation results.
e Maintenance procedures and user manuals.
4, Perform Internal Audits

Before seeking external certification, conduct internal audits to verify that all documentation and controls meet UNE
10500:2012 requirements. Address any gaps identified during the audit.

5. Engage AENOR for Certification
Submit the technical file and audit results to AENOR. The certification process will involve an external audit, site
inspections, and possibly product testing.

6. Maintain Compliance Through Continuous Improvement

Once certified, implement a quality management system that continually monitors safety performance, reviews
incidents, and updates risk assessments as needed.



AENOR'’s Certification Services Explained

Types of Certification
¢ Product Certification — Verifies that a specific product meets UNE 10500:2012.
¢ System Certification — Assesses the manufacturer’s quality and safety management system.
« Audit Services — Provides pre certification audits and gap analyses.

Audit Process

1. Pre Audit Consultation — AENOR experts review your documentation and provide guidance.

2. On Site Audit — Inspectors evaluate design documents, production processes, and safety controls.

3. Reporting — AENOR issues a detailed audit report outlining compliance status.

4. Certification Decision — If all requirements are met, AENOR issues a conformity certificate.
Benefits of AENOR Certification

e Legal recognition across Spain and the EU.

e Improved customer confidence and marketability.

¢ Access to AENOR'’s technical support and training programs.
 Potential for reduced insurance premiums.

Common Challenges and How to Overcome Them

Challenge 1: Understanding Complex Technical Language

ISO and UNE documents often contain technical jargon. To mitigate this, invest in training sessions or consult with
AENOR’s technical experts who can translate requirements into actionable tasks.

Challenge 2: Integrating New Safety Measures into Existing Designs

Retrofit projects can be costly. Prioritize critical hazards first and use modular safety components that can be added
without extensive redesign.

Challenge 3: Maintaining Documentation Over Time

Documentation can become outdated quickly. Implement a document control system that flags revisions and
ensures that all stakeholders have access to the latest versions.

Challenge 4: Balancing Cost and Safety

While safety investments may seem expensive upfront, they often reduce long term costs. Use cost benefit analyses
to demonstrate ROI to management.

Case Studies: Success Stories in Spain

Case Study 1 — Automotive Component Manufacturer

A leading Spanish automotive parts producer needed to certify its robotic assembly line. By following the 1ISO 12100
methodology and engaging AENOR for certification, the company achieved compliance within nine months,
reduced accident rates by 35%, and secured a major contract with a German OEM.

Case Study 2 — Agricultural Machinery Supplier
An agricultural equipment firm integrated safety guards and emergency stops based on ISO 12100
recommendations. AENOR certification helped the company penetrate the EU market, and the improved safety
record led to a 12% increase in sales within the first year.



Case Study 3 — Industrial Automation Startup
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