
Face Mask

• BFE ≥ 99% (3.0 microns)

• PFE ≥ 98% (0.1 microns)

• Comfortable Elastic Earloop

• Individual Package

• Soft Breathable Material

• Perfect Fit Adjustable Nose 
Clip 

Disposable Surgical 
Face Mask (Adult)

50 pcs



Face Mask

• BFE ≥ 98% (3.0 microns)

• PFE ≥ 98% (0.1 microns)

• Comfortable Elastic Earloop

• Individual Package

• Soft Breathable Material

• Perfect Fit Adjustable Nose Clip

• Hypoallergenic

Disposable Surgical  
Face Mask (Children)

50 pcs



Material Quality

Made In Malaysia Quality Quality Assured Consistency MDA and ISO 13485:2016



Box Packaging

170mm x 95mm

195mm x 100mm x 100mm

523mm x 423mm x 426mm

Face Mask Size:

Box Size:

Carton Box Size:

Gross Weight: 

Box Packing: 

Carton Packing:

10kg

50pcs / box

40boxes / carton



MDA Establishment License

For the purpose of placing a medical device in the market: the
manufacturer, Authorised Representative of foreign manufacturer,
importer and distributor shall establish, maintain and implement

appropriate quality management system that is commensurate
with the role and function of the establishment.

Under the Medical Device Act (Act 737) and the Medical Device
Authority Act 2012 (Act 738) all medical devices manufactured,
imported, or distributed in Malaysia require a registration.

The Medical Device Authority (MDA) is a division of the Ministry of
Health Malaysia (MOH) in charge of regulating medical device and
its industry players in Malaysia.

MDA ESTABLISHMENT



Certification



FDA Certification

The Food and Drug Administration is responsible for advancing the

public health by helping to speed innovations that make medical

products more effective, safer, and more affordable and by helping

the public get the accurate, science-based information they need

to use medical products and foods to maintain and improve their

health.

Why Is FDA So Important?



ISO Certification

ISO 13485 ensures that manufacturers continue to design, develop,

produce, install and deliver safely and in compliance with relevant

regulatory requirements and the intended purpose of medical

devices.

ISO 13485:2016 is the standard for a Quality Management System

(“QMS”) for the design and manufacture of Medical Devices.

Why Is ISO So Important?



CE Certification

CE marking is an important procedure that guarantees product’s

conformity to EU regulations. Manufacturers, importers and

distributors of non-food products are obligatory to provide the CE

marking if they want to trade on EU/EAA markets.

Selling products without the CE mark is an economic offense that is

punished differently by each Member State of European Union.

Affixing CE marking on products that do not require the CE can also

lead to penalties.

Why Is CE So Important?



GDPMD Certification

The objective of GDPMD is to ensure the quality, safety and

performance of medical device which include but not limited to

product sourcing and procurement; transportation and delivery;

storage; installation, commissioning, service and maintenance,

calibration and after sales service; tracking, documentation and

record-keeping practices.

Why Is GDPMD So Important?



Thank You
Advancing Health Tech

Stay Safe, Stay Healthy With Ken-Air System Services Sdn Bhd




