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ISO 13485

Quality Management System

for Medical Devices

ISO 13485:2003 Medical Devices - Quality Management Systems - Requirements for Regulatory
Purposes is an international standard that provides a quality management systems model for
medical device manufacturers to meet regulatory requirements. Although ISO 13485:2003 is
based on ISO 9001:2000 quality management standard, it does not include the ISO 9001
requirements related to continual improvement and customer satisfaction but requires additional
documented procedures that consistently meet customer and regulatory requirements applicable to
medical devices and related services.

ISO 13485 is intended for organizations that design, develop, produce, install or service medical
devices. It is being adopted by regulators with the aim of harmonizing requirements and reducing some
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for Medical Devices

ISO 13485 Medical Devices - Quality Management Systems - Requirements for Regulatory Purposes is an
international standard that provides a quality management system model for medical device manufacturers
to meet regulatory requirements. Although ISO 13485 is based on ISO 9001:2000 quality management
standard, it does not include the ISO 9001 requirements related to continual improvement and customer
satisfaction but requires additional documented procedures that consistently meet customer and regulatory
requirements applicable to medical devices and related services.

ISO 13485 is intended for organisations that design, develop, produce, install or service medical devices. It
is being adopted by regulators with the aim of harmonizing requirements and reducing conflicting and
different demands on manufacturers.

SIRIM QAS International operates a Quality Management Certification Scheme for the medical products
sector based on ISO 13485:2003.

SIRIM QAS International, a premier certification service provider, has been accredited by the United Kingdom
Accreditation Service (UKAS) for the provision of certification services to ISO 13485.

With a large pool highly experienced and professional auditors, who are competent in a wide range of
sectors, we provide value added auditing and certification services.

• Assures authorities that a manufacturer of medical devices has developed and implemented a quality
management system based on a widely accepted International Standard.

• Demonstrates a manufacturer’s ability to supply medical devices and related services to customers that
comply with regulatory requirements.

• Facilitates the export of medical devices to markets where regulatory requirements apply.

The Benefits of Certification

Why SIRIM QAS International?



How to Get Your Organisation Certified?

Sales & Customer Service Section
Management System Certification Department

SIRIM QAS International Sdn Bhd
Building 4, SIRIM Complex
No.1, Persiaran Dato’ Menteri, Section 2
40911 Shah Alam, Selangor

Tel: 603 5544 6400
Fax: 603 5544 6787
E-mail: qas_marketing@sirim.my
Website: www.sirim-qas.com.my

Our Contact Details
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Submission of Questionnaire

Issuance of Quotation

Submission of Application

Stage 1 Audit

Stage 2 Audit

Recommendation & Approval

Surveillance Audit/ Recertification

Issuance of Certificate
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THE INTERNATIONAL CERTIFICATION NETWORK

MS ISO/IEC 17025
TESTING

SAMM NO 085
SAMM NO 086
SAMM NO 087
SAMM NO 219
SAMM NO 231
SAMM NO 299
SAMM NO 359
SAMM NO 240
SAMM NO 377

MS ISO / IEC GUIDE 62:1999 QSH 06122005 CB 01
MS ISO / IEC GUIDE 62:1999 QS 02121999 CB 01
MS ISO / IEC GUIDE 65:2000 PC 05102004 CB 01
MS ISO / IEC GUIDE 66:2000 EMS 17122002 CB 02
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