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Introduction and Guidelines of Drug Quality Reporting System

1.
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The importance of drug quality problem reporting system:
Combating the circulation of counterfeit and substandard drugs in the Macao
market. Ensuring the quality, effectiveness and safety of drugs for the sake of
protecting the safe use of drugs and public health.

. Reporting items:

Any drug quality problem involving Western medicines (including biological
agents, human blood products and radiopharmaceuticals), Chinese medicines
(including Chinese proprietary medicines, Chinese herbal medicines and Chinese
medicine decoction pieces) and natural medicines.

. Reporting contents:

Reporter information, details of drug quality problem and information of
suspicious drug etc.. Reporter must fill in his/her name, contacted phone number,
institution, address and email whenever possible.

. Follow-up information:

Acknowledgement with a unique reference number will be issued to the reporter
for each report received by Pharmaceutical Administrative Bureau. When follow-
up information is provided by the reporter, please address this reference number
in the new report form.

. Form request:

The report form can be downloaded from the government portal of Macau SAR
and Pharmaceutical Administration Bureau website (https://www.isaf.gov.mo). It
is also available at the Pharmaceutical Administration Bureau. Use a separated
form for each case being reported and send your completed form to
Pharmaceutical Administration Bureau through any of the following means.

. Ways to contact and report:

Use any of the following ways to submit your filled report form :

In person or by mail (free postage for Macau posting) -
Avenida do Comendador Ho Yin, Edificio de Escritérios do Governo (Qingmao),
19.° andar, Macau
Fax : 2883 1926
Email : fv@isaf.gov.mo
Local health professionals and drug license holder can also report drug quality
problem by logging on to the online ADR and drug quality reporting system on
the Pharmaceutical Administration Bureau website or Macao One Account
platform.

For any enquiries, please call: 8598 3233

Other reminders:

Please fill in the three major columns of the form with a black or dark color ball-
pen encompassing reporter information, details of drug quality problem and
information of suspicious drug. Please fill in the form as detail as possible.
Please use the following abbreviations to fill in the indicated space in case of the
information is unclear at the time of filling the form:
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UNK: Unknown NA: Not applicable

NI: Data not available yet. (e.g. drug test report)

If space provided is insufficient, enclosed onto this form with additional blank A4
size paper and indicate the row, column and name of relevant section(s).

Personal data collection statement:

In accordance with the provisions of Law no. 8/2005 on the “Protection of
Personal Data”, in order to safeguard the rights and interests of patients and
reporters, the information provided in the report form is completely confidential
and is only used for follow-up of the reported cases.

The above information may be used in statistics and research, but the statistics data
and research results obtained will not be published in the way of disclosure of any
personal identity.

For the purpose of fulfilling the legal obligation, the above information may be
transferred to police authorities, judicial authorities or other competent entities.
The reporter has the right to apply in accordance with provision of the law for
review, correction or updating of the personal and other relevant information
provided.



