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OVERVIEW 

Macau medical device classification: I, IIa, IIb, III
Macau medical devices are mainly regulated through 

two methods
 Device Registration (for device class IIb and III)

 Applicants shall hold the Operating License to import, export, or 
wholesale medical devices or Drug License/Chinese Medicine 
License

 Listing will be approved by reference market approval approach
 Deadline for registration: 30/06/2028

Listing (for device class I and IIa)
 Similar to self-declare approach
 Deadline for listing: 30/06/2029
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OVERVIEW
 Definition of Medical Device

 an instrument, apparatus, equipment, reagent for in vitro diagnosis 
and calibrator, material, and any other similar or related article, 
intended to be used, directly or indirectly, in the human body, 
including the necessary computer software, whose effects are 
achieved mainly by physical means and not by pharmacological, 
immunological or metabolic means, or, even if such means are 
involved, they serve only a supportive role, and whose purposes are 
the following:
 Diagnosis, prevention, monitoring, treatment or alleviation of diseases
 Diagnosis, monitoring, treatment, alleviation or functional compensation of 

injuries
 Analysis, substitution, regulation or support of physiological structures or 

physiological processes
 Support or maintenance of life
 Control of conception
 Provision of information for medical or diagnostic purposes by examining 

samples from the human body
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MEDICAL DEVICE CLASSIFICATION
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MEDICAL DEVICE REGULATION TIMELINE
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MEDICAL DEVICE REGISTRATION
 Medical Device Registration

 Applicable to Class IIb and III medical device
 The process by which the authority, in response to an application 

submitted by an applicant in accordance with legal procedures and 
requirements, reviews the safety, effectiveness, and quality 
controllability of a medical device and issues a registration certificate 
to the applicant.

 Once registration of the medical device is approved, the 
Pharmaceutical Administration Bureau (ISAF) issues a 
registration certificate

 Device registration in Macau is based on the reference market 
approval approach (e.g., EU MDR, US 510k etc.)

 Custom-made medical devices do not require listing or 
registration

 Registration certificate is valid for 5 years and could be 
renewed upon expiry
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REGISTRATION PROCESS
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REGISTRATION GOVERNMENT FEE
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REGISTRATION DOCUMENTS

Reference Market Approval exemption (regions exempted by Chief 
Executive will be published in the Official Gazette – to be confirmed) 10



CLINICAL EVALUATION REQUIREMENTS
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LABELING REQUIREMENTS

12



REGISTRATION CERTIFICATE
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REGISTRATION CERTIFICATE RE-ISSUANCE

 If the registration certificate is lost or damaged, an application 
for re-issuance may be made.

 The re-issued registration certificate shall bear the wording 
“Re-issued”.

 The holder of the registration certificate shall, on the date of 
obtaining the re-issued registration certificate, return the 
damaged registration certificate to the ISAF
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REGISTRATION SUSPENSION, CANCELLATION and CHANGES
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REGISTRATION RENEWAL
 The registration certificate holder must apply for 

renewal between 90 days and 180 days before the 
registration expired

 Renewal application must be submitted by the form provided 
by ISAF, which contains the following information:
 A declaration which include:

 The registration certificate holder still legitimately meets with 
the requirements of Law No. 12/2025 Medical Device Regulation

 The device maintains compliance with Law No. 12/2025 Medical 
Device Regulation

 The device label and IFU align with the versions approved by the 
ISAF

 Adverse event report
 Market approval for foreign-manufactured device (except for regions 

exempted by Chief Executive dispatch published in the Official Gazette 
– to be confirmed)
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MEDICAL DEVICE LISTING
 Medical Device listing
 Applicable to Class I and IIa medical device
 Submitting information about medical devices to the 

authority in accordance with legal procedures and 
requirements for its listing and future reference.

 No Certificate will be issued
 After confirming that all submitted documents for 

listing and future reference are complete, the ISAF 
will notify the applicant that the listing process has 
been completed
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LISTING PROCESS
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LISTING DOCUMENTS
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LISTING CANCELLATION
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MEDICAL DEVICE IMPORT PROCESS
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MEDICAL HYGIENE PRODUCTS
 Defintion

 Medical hygiene products fall under the Pharmaceutical Administration
Bureau (ISAF)

 Below are the Medical hygiene products
 The list is subject to updates
 Product categories depend on the exporting country’ s customs identification
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MEDICAL HYGIENE PRODUCTS IMPORT PROCESS

 Medical Hygiene Products' Imports and exports
inspections are fall under Macau’s Economic and 
Technological Development Bureau (DSEDT) and 
ISAF
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OPERATING LICENSE
 Only with an operating license may an entity:

 Import and wholesale Class IIb and Class III medical devices.
 Retail Class IIb medical devices (Class III retail is prohibited; only 

supply to medical institutions and research units).
 Import, wholesale and retail of Class I and IIa devices do not require an 

operating license
 Retail premises for Class IIb medical devices must have a technical 

supervisor.
 The technical supervisor requirements are:

 Must not be under any period of additional penalty, supplementary 
punishment, security measure that prohibits engaging in medical 
device business activities
 Hold a higher diploma or above in a field related to medical devices or;
 Have at least 3 years of relevant work experience

 The operating license is valid from the date of issue until 31 December of 
the following year and may thereafter be renewed annually.
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OPERATING LICENSE FEE
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OPERATING LICENSE EXEMPTION
 Holders of a license for the 

 import, export, and wholesale of medicines under Decree-Law No. 
58/90/M (Drug License), or; 

 import, export, and wholesale of Chinese medicines under Law No. 
11/2021 (Chinese Medicine License), 

are exempted from obtaining a separate operating 
license for import, export, and wholesale of Class IIb and 
Class III medical devices

 Exempted operators shall still comply with the provisions of Law No. 
12/2025 Medical Device Regulation and its supplementary 
regulations regarding the operation rules of premises
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LICENSE SUSPENSION, CANCELLATION and CHANGES
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RESPONSIBILITIES OF REGISTRATION/LISTING HOLDER
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POST-MARKET VIGILANCE OBLIGATION
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VEECARE BACKGROUND
 ISO 13485–certified medical device regulatory consultancy
 Offices and regulatory teams in Taipei and Hong Kong — local Greater 

China presence
 Extensive submission experience with good understanding on regulatory 

requirements
 Leading local license holder / Authorized Representative in Taiwan and HK 

— over 100 licenses in each market (current clients include Huawei, Apple, 
Penumbra, IBA, Masimo, etc.)

 End-to-end services: registration strategy, dossier prep, submissions, and 
post-market support

Serviços de Saúde
澳 門 特 別 行 政 區 衛 生 局
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Inquiry:  cs@vee-med.com
URL:       www.vee-med.com
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