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INTRODUCTION TO ISO 22716

ISO 22716, also known as the Cosmetics Good Manufacturing Practices (GMP), is an
international standard that provides detailed guidelines for the production, control,
storage, and shipment of cosmetic products. Developed by the International
Organization for Standardization (ISO), the standard is specifically tailored for the
cosmetics industry to ensure that all processes involved in the lifecycle of a cosmetic
product are carried out in a hygienic and safe manner. ISO 22716 is recognized
globally and is often a mandatory requirement for manufacturers exporting cosmetic
products to certain regions, such as the European Union, where compliance with the
EU Cosmetics Regulation is necessary.

Unlike general quality management standards, ISO 22716 focuses explicitly on Good
Manufacturing Practices. This involves implementing a system that reduces risks
associated with product contamination, inconsistencies in quality, and non-
compliance with regulatory requirements. The standard ensures that manufacturers
adopt a proactive approach to managing operational processes, resources, and
personnel to achieve and maintain high-quality products that meet customer

expectations.

Key Requirements of ISO 22716

To comply with ISO 22716, cosmetic manufacturers must establish and maintain a comprehensive
GMP system. Below are the detailed requirements:

1. Personnel: The standard emphasizes the importance of personnel hygiene and
competency. Employees involved in the production process must be adequately trained to
understand GMP principles and their specific roles. Manufacturers must provide ongoing
training programs and maintain detailed training records to ensure compliance. Measures
such as protective clothing, regular health checks, and access restrictions to sensitive areas
are also required to minimize contamination risks.

2. Premises: Facilities must be designed, constructed, and maintained to facilitate hygienic
operations and prevent contamination. This includes proper zoning to separate different
production areas, ensuring adequate ventilation, lighting, and temperature control.
Cleaning and maintenance schedules for premises must be documented and strictly
followed.

3. Equipment: Equipment used in production must be suitable for its intended purpose,
regularly maintained, and calibrated to ensure consistent performance. ISO 22716 requires
detailed records of maintenance activities and calibration results. Manufacturers must
ensure that equipment does not pose a contamination risk to products.

4. Raw Materials and Packaging Materials: The standard requires manufacturers to establish
procedures for the selection, inspection, and approval of raw materials and packaging
materials. These materials must be stored under appropriate conditions to prevent
degradation or contamination. Batch tracking systems must be implemented to ensure
traceability of materials from receipt to production.

5. Production: Production processes must be controlled and documented to ensure that
products meet defined quality specifications. This includes monitoring critical parameters,
verifying process outcomes, and implementing safeguards to prevent cross-contamination
between batches.

6. Laboratory Controls: Manufacturers must establish laboratory controls to conduct testing
and analysis of raw materials, intermediate products, and finished products. This ensures
that all products meet safety and quality standards before they are released to the market.
Detailed test records must be maintained for traceability.

7. Storage: Proper storage conditions must be maintained to preserve the quality of raw
materials, packaging materials, and finished products. Storage areas must be designed to
prevent contamination and deterioration. Special care must be taken for temperature-
sensitive materials and products.

8. Subcontracting: For processes or services that are outsourced, manufacturers must ensure
that subcontractors comply with ISO 22716 requirements. This involves conducting audits,
providing clear specifications, and monitoring subcontractor performance.

9. Complaints and Recalls: Manufacturers must implement systems to manage customer
complaints effectively. This includes investigating complaints, identifying root causes, and
taking corrective actions. In the event of a product defect, a documented recall procedure
must be in place to ensure swift and effective action to protect consumer safety.



Documentation Required for ISO 22716 Certification

The adoption of ISO 22716 provides numerous strategic and operational benefits for
cosmetic manufacturers. Below are the detailed advantages:
. Improved Product Quality:

— ISO 22716 ensures that products are manufactured under
controlled conditions, resulting in consistent quality and safety.
By adhering to GMP guidelines, manufacturers can minimize the
risk of defects and contamination.

Regulatory Compliance:
The standard facilitates compliance with global regulatory
requirements, such as the EU Cosmetics Regulation (EC No.
1223/2009) and the U.S. FDA’s GMP guidelines for cosmetics. This
ensures smooth market access and reduces the risk of regulatory
penalties.
Enhanced Consumer Confidence:
Certification demonstrates a manufacturer’s commitment to
quality and safety, building trust among consumers, retailers, and
other stakeholders. This is particularly important in an industry
where consumer safety is paramount.
Market Access:
Many markets and retailers require 1ISO 22716 certification as a
prerequisite for doing business. Certification provides a
competitive edge and facilitates entry into international markets.
Operational Efficiency:
The implementation of GMP practices promotes efficient resource
utilization, reduces waste, and minimizes errors in production.
This results in cost savings and improved profitability.
Risk Mitigation:
By adopting ISO 22716, manufacturers can proactively identify and
mitigate risks associated with product recalls, contamination, and
customer complaints. This reduces the likelihood of reputational
damage and financial losses.
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HOW WECERT CAN HELP COSMETIC
MANUFACTURERS ACHIEVE ISO 22716
CERTIFICATION

WECERT specializes in assisting cosmetic manufacturers in achieving ISO 22716
certification through tailored solutions and expert guidance. Our comprehensive
services include:

1. Gap Analysis: We conduct a thorough assessment of your current practices to
identify gaps between your operations and ISO 22716 requirements. This
analysis provides a roadmap for achieving compliance.

2. Training Programs: Our customized training sessions are designed to educate
your team on GMP principles and ISO 22716 requirements. We ensure that all
employees understand their roles and responsibilities in maintaining
compliance.

3. Documentation Support: WECERT assists in developing and reviewing the
necessary documentation, including SOPs, training records, and quality control
documents. We ensure that your documentation meets certification
requirements.

4. Implementation Guidance: We provide step-by-step guidance to implement
GMP practices effectively. Our experts work closely with your team to ensure
that all processes are aligned with ISO 22716 standards.

5. Pre-Certification Audits: WECERT conducts mock audits to prepare your
organization for the certification process. We identify potential non-
conformities and provide recommendations for corrective actions.

6. Certification Support: Our team facilitates the certification process by
coordinating with accredited certification bodies. We provide support during
audits and address any non-conformities identified by auditors.

By partnering with WECERT, cosmetic manufacturers can achieve ISO 22716
certification efficiently and effectively. Our expertise and commitment to quality
ensure that your organization meets the highest standards in cosmetic production.



Elevate You

Expertise

At WECERT, we understand the challenges cosmetic manufacturers face in meeting the stringent
requirements of ISO 22716. As a trusted certification body, we provide comprehensive auditing,
certification, and training services to help businesses achieve compliance with the standard efficiently
and effectively.

Our ISO 22716 certification process is designed to ensure that manufacturers meet international Good
Manufacturing Practices (GMP) requirements while minimizing disruptions to operations. Our services
include:

e Certification Audits: Our team conducts thorough, impartial audits to assess compliance with
ISO 22716. These audits provide manufacturers with a clear understanding of their strengths and
any areas requiring improvement.

e Training Programs: We offer customized training sessions to equip your team with the
knowledge and skills needed to maintain ISO 22716 compliance. These programs cover GMP
principles, documentation management, and audit preparation.

e Post-Certification Support: After certification, WECERT continues to support clients with
surveillance audits and guidance to ensure ongoing compliance and improvement.

By partnering with WECERT, manufacturers can demonstrate their commitment to quality, safety, and
regulatory compliance. Let us help you achieve ISO 22716 certification and position your business for
success in the global cosmetics market.
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