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FACE MASK OVERVIEW

Comfort (Fashion) Surgical (Medical) Respirators
Masks Face Masks (Industrial / Medical)

Type Consumer product Medical device class 1 Personal protective
(NOT labelled as medical) equipment (PPE)

Use Case Fashion. #1: Consumer health / Reduce the wearer's respiratory
Worn for pollution / virus protection exposure to airborne diseases as
virus avoidance #2: Working in sterile well as contaminants such

environment, surgical suite as particles, gases, or vapors

or patient care work

Ratings N/A Level / Type ratings “N" / FFP ratings
Regulation & Consumer Regulations Medical Device Directive Personal protective equipment (PPE)
Standards (CPSIA, REACH, GB.) 93/42/EC EU: EN 149
Normal Medical Device Regulation (FFP1, FFP2 & FFP3)
2017/745 US: NIOSH (“N" ratings)
EU: EN 14683

(Type |, Type Il & Type IIR)
US: ASTM F2100 (Level)

EU ¢ NO NOTIFIED BODY Required « NOTIFIED BODY Required
i i i i » CE marking + Notified Body #
Requirements « No Official Cert E:eExcept '.f sterile funct_lon) g y
. marking on packaging
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BUREAU VERITAS SERVICES RELATED TO MASKS
TESTING AND INSPECTION

Bureau Veritas has qualified inspectors in major face mask production countries worldwide. The inspection
protocol addresses quantity, labeling and specification review as well as a variety of on-site testing including:
product dimension measurement, nose clip reliability, tensile test to the mask connection points, claimed
function as well as actual wear test.

Bureau Veritas has a global and growing network of labs in America, Europe and Asia able to perform testing
for all types of face masks. Our specialist hubs worldwide can also provide specialist filtration efficiency
testing against global requirements such as Europe’'s EN 14683 and the USA's ASTM F2101. By testing and
inspecting your masks we support you in verifying that your product meets quality and regulatory
requirements in countries worldwide.

REGULATORY AWARENESS

Understanding the regulation when you want to import or export masks from one to another
country is key when you want to access a market. Bureau Veritas can help you to better
understand the standards and local requirements your product needs to comply within the
destination area.

Our specialists can also provide training to your personnel to get acquainted with the CE
marking and other regulations.
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ADMINISTRATIVE AND
DOCUMENTATION REVIEW

At pre-shipment stage, we can help you verifying the adequacy of the documentation including the applicable
test requirements, third party lab accreditation, vendor information and overall rating of your masks.
Bureau Veritas is also specialized in verification of conformity (VOC) program of goods imported into a certain
number of countries.

FACTORY AUDIT

Whether the masks are respirators or comfort masks, their manufacturing site must comply with specific
requirements such as sterilization facilities, disinfection areas, clean rooms, proper protective clothing and
storage. Bureau Veritas proposes dedicated site and factory audit to assess the compliance.

TECHNICAL ASSISTANCE FOR MACHINERY PRODUCING
THE MASKS

Machines experience natural wear that can lead to all kinds of accidents or incidents. From the design stage
through to everyday use, operator safety is a key priority. Bureau Veritas Qualified Machinery Experts can
assist you during the whole life cycle of your mask manufacturing machines, from certification via periodical
inspection to decommissioning.

Typically for masks manufacturers in the EU, Bureau Veritas can technically assist along the CE marking
self-declaration process of the machinery (or the assembly).

SUPPLIER ASSESSMENT

As suppliers are often far from purchasers, Bureau Veritas, thanks to its global footprint, proposes a service of supplier assessment to
its clients.

This service helps purchasers to verify the qualification of their potential suppliers when considering their capabilities to manufacture
specified masks. It is generally 2nd Party assessment, based on customized on-site processes and focused on suppliers technical
execution. The evaluation of Bureau Veritas encompasses QHSE and CSR issues at the same time to help our clients select their most
appropriate suppliers. This service can be delivered for all types of masks, except for surgical face masks related to EU directives.

CERTIFICATION OF QUALITY MANAGEMENT SYSTEM

Bureau Veritas is accredited for delivering ISO 13485 certification. This international standard specifies requirements for a quality
management system where an organization needs to demonstrate its ability to provide medical devices, like medical face masks, that
consistently meet customer and applicable regulatory requirements. Based on the principles of the ISO 9001 the emphasis on continual
improvement is added in order to meet regulatory and customer requirements, risk management, and maintaining effective processes,
namely the safe design, manufacture, and distribution of medical devices.

Adopting ISO 13485 provides a practical foundation for surgical masks manufacturers to address the EU Medical Device Directive
(MDD), the EU Medical Device Regulation (MDR), and other regulations, as well as demonstrating a commitment to the safety and quality
of their masks.

It is addressed to all organizations involved in one or more stages of the masks' life-cycle, including design and development,
production, storage and distribution

CERTIFICATION OF MASKS OR TECHNICAL ASSISTANCE TO SELF DECLARATION

In the EU, surgical face masks class 1 are under self-declaration by the manufacturer and Bureau Veritas can thus neither provide
certification nor propose technical assistance. In the US surgical face masks must comply with the ASTM F2100 and Bureau Veritas can
accompany the manufacturers with technical assistance. Bureau Veritas can also assist manufacturers and suppliers to demonstrate
compliance and certification with Australian and New-Zealand Standards for masks and respirators according to AS 4381 and
AS/NZS 1716.

Bureau Veritas, being present in 140 countries, also own diverse local recognitions for specific schemes
related to masks which cannot be all mentioned in this brochure.
For more information, please, contact us: +662 670 4800
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