
COFEPRIS REGULATORY PROCESS



TECHNICAL REGULATIONS
Technical documents setting out the characteristics of a
product or the production processes and methods related
thereto, including the applicable administrative provisions the
observance of which is mandatory

The OFFICIAL MEXICAN STANDARDS will be considered as
Technical Regulations or Sanitary or Phytosanitary Measures,
as they fit into the corresponding definitions provided for in
the international treaties to which the Mexican State is a party.



POLITICAL 
CONSTITUTION OF THE 

UNITED MEXICAN STATES

INTERNATIONAL TREATIES

GENERAL HEALTH LAW

QUALITY INFRASTRUCTURE LAW 

REGULATIONS DERIVED FROM THE GENERAL HEALTH LAW

OFFICIAL MEXICAN HEALTH STANDARDS

HEALTH MANUALS, GUIDELINES AND PROVISIONS



OFFICIAL MEXICAN STANDARD
Technical regulation of mandatory observance issued by the
competent Standardization Authorities whose essential
purpose is the promotion of quality for economic development
and the protection of the legitimate objectives of public
interest provided for in the Law, through the establishment of
rules, denomination, specifications or characteristics
applicable to a good, product, process or service, as well as
those related to terminology, marking or labeling and
information.



BLUEPRINT

PROPOSAL OF THE 
NOM BEFORE THE 

NATIONAL ADVISORY 
COMMITTEE FOR 

STANDARDIZATION 
OF HEALTH 

REGULATION AND 
FORMENTO

THE WORKING 
GROUP IS 

CONSTITUTED AND 
THE 

COORDINATOR OF 
THE SAME IS 
APPOINTED.

REGULATORY 
IMPACT ANALYSIS

PUBLIC 
CONSULTATION

RESOLUTION OF 
COMMENTS

PUBLICATION IN 
THE DOF/ ENTRY 

INTO FORCE



REGULATORY IMPROVEMENT PROCESS



WHAT IS REGULATORY 
IMPROVEMENT?

Regulatory improvement is a public
policy that consists of the generation
of clear rules, simplified procedures
and services, as well as effective
institutions for their creation and
application, which are aimed at
obtaining the greatest possible value
from the available resources and the
optimal functioning of commercial,
industrial, productive, service and
human development activities of
society as a whole.



PURPOSE
v Seek the greatest benefits for society with the lowest
possible costs, through the regulatory formulation of rules
and incentives that stimulate innovation, confidence in the
economy, productivity and efficiency in favor of the growth
and general well-being of society.

vRaise the levels of productivity and economic growth in
states and municipalities of the country, by reducing
obstacles and costs for entrepreneurs and citizens at the
time they carry out their activities.



THE RIA

Regulatory Impact Analysis is a public policy tool that aims to
ensure that the benefits of regulations outweigh their costs.
The RIA allows to systematically analyze the potential impacts
of regulatory instruments for government decision-making,
encouraging them to be more transparent and rational.



THE RIA

RIA EXEMPTION

HIGH IMPACT RIA

MODERATE IMPACT RIA

PERIODIC UPDATE RIA

EMERGENCY RIA



REGULATORY IMPACT ANALYSIS

DEFINITION

IDENTIFICATION

EVALUATION

CONSULTATION

FINAL OPINION

OBJECTIVE AND CONTEXT, LEGAL, TECHNICAL AND 
ECONOMIC INFORMATION

REGULATORY OPTIONS

COST BENEFITS AND OTHER IMPACTS

PUBLIC CONSULTATION RELEVANT STAKEHOLDERS



TBT NOTIFICATIONS
The Agreement on Technical Barriers to Trade (ATBT)

Notification procedure:
v Member of the agreement
v Responsible Body
v Notification made under:
v Products covered
v Title and not document pages
v Content description
v Objective and rationale
v Relevant documents
v Proposed date of adoption and entry into force
v Deadline for submission of comments
v Available texts



THANK YOU


