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Regulatory context in Mexico

Article 3, section XXIII of the General Health Law.

It is a matter of general health

The sanitary control of the process, use, maintenance, 
import, export and final disposal of medical equipment, 
prostheses, orthoses, functional aids, diagnostic agents, 
dental supplies, surgical materials, healing and hygienic 
products



Regulatory context in Mexico

Article 194 of the General Health Law.

What is health control?
“(…) health control is understood as the set of actions of orientation, 
education, sampling, verification and, where appropriate, application 
of security measures and sanctions, exercised by the Secretariat of 
Health with the participation of producers, marketers and 
consumers, based on what is established by Official Mexican 
Standards and other applicable provisions.”
The exercise of health control shall be applicable to:

(…)
III. Process, use, maintenance, import, export, and final disposal 
of medical equipment, prostheses, orthoses, functional aids, 
diagnostic agents, dental supplies, surgical materials, healing 
and hygienic products, and
(…)

What

Who

How

What other 
provisions 

apply to the 
sanitary control 

of health 
supplies?



Regulatory context in Mexico

The Secretariat of Health will issue the 
Official Mexican Standards to which the 
process and specifications of the products 
referred to in this Title must be subject. 
Medicines and other health supplies shall be 
regulated by the Pharmacopoeia of the 
United Mexican States.

What other provisions apply to the health 
control of medicines and other health 

supplies?

Article 195 of the General Health Law.
TITLE TWELFTH

Sanitary Control of Products and
Services of their Import and Export



Definition

The Pharmacopoeia of the United Mexican 
States is the regulatory document of health 
supplies established in the General Health Law 
and issued by the Secretariat of Health, which 
helps to guarantee public health through the 
consignment of:
- Methods of analysis and reference 
substances
- Requirements on the specifications of 
identity, purity and quality of health supplies 
and their raw materials. 



National pharmacopoeias over time
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There are currently 194 countries integrated into WHO
56 has an Authority/Review Commission of its national pharmacopoeia until 2021
Source: WHO. Index of World Pharmaciopoeias and Pharmaciopoeial authorities . February 2021



The Mexican Pharmacopoeia through time 

MEDICAL DEVICES IN 
EDITIONS OF THE MX 
PHARMACOPOEIA:

Cotton: 1874, 1884, 1930, 1952 
(2)

Gauze: 1896, 1930, 1952 

Contrast media: 2000

Sutures: FNEUM 1952
USP XII (1942), 
BPhC (1930)

Mexican Pharmacopoeia
Prepared by the 

Pharmaceutical Academy of 
the City of the Republic

Prepared by 
the Mexican 
Pharmaceutic
al Society

Issued 
by the 
State

New Mexican Pharmacopoeia

National Pharmacopoeia of the United States of Mexico



FEUM MEDICAL DEVICE SUPPLEMENT

2006 2011 2014 2017
Supplement for Medical Devices

2015 20162012 2013

3.a edición del 
Suplemento
para DM

FEUM Annual 
Supplements with 

Medical Device 
Updates

112019                 2020

Suplemento
para dispositivos
médicos

2022
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The Supplement for Medical Devices:

§ It has the same level as a NOM.
§ It is a document that is constantly updating its 

contents. 
§ It is the Secretariat of Health that monitors its 

compliance.
§ May set monographs by product family.
§ Establishes General Methods of Analysis, when these 

apply to more than two monographs, otherwise the 
specific method is included within the monograph of 
the device.



SUPPLEMENT FOR MEDICAL DEVICES, 4th EDITION 

CONTENT
Chapter of Generalities

Chapter of (333) Solutions and Reagents

65 General Methods of Analysis

224 Product monographs
53 monographs of Radiopharmaceuticals

10 Appendices:
• Health regulation applicable to DM
• Criteria for MD classification
• Guidelines for obtaining sanitary registration
• MD grouping criteria for health registration purposes
• Application of MD Risk Management
• Preservation and management of reference microbial cultures
• Microbiological analysis of non-sterile products
• Glossary
• Technovigilance activities. 
• Biocompatibility. A table for test selection harmonized with ISO 10993 is 

included.
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Annual Work 
Plan

Updates to 
monographs, new 
content, and 
deletions are 
included, based 
on user need.

Draft

The 
Committee 
of Experts 
generates a 
draft

Consultation 
with users

For 2 months 
individuals can 
download the 
drafts and 
send their 
comments

Final version

The Committees 
analyze the 
comments and 
obtain the final 
version of the 
monograph

The Executive 
Directorate is in 
charge of the 
process of 
editing and 
printing the 
FEUM copy

Publishing and 
printing

The DE-
CPFEUM 
manages the 
publication 
in the DOF of 
the Notice of 
Sale of the 
FEUM copy

Formalization

The Notice of Sale 
indicates the entry 
into force, and the 
monitoring of 
compliance lies 
with COFEPRIS

Entry into force 
and monitoring

F E U M  u p d a t e  p r o c e s s  b a s e d  o n  N O M - 0 0 1 - S S A 1 - 2 0 2 0
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Upgrade process

Risk-based 
approach

Transparency

Qualitative data 
and sound 
science

Use of 
International 
Standards

Transparency 
and stakeholder 
engagement

Public 
consultation

Qualitative data 
and sound 
science

Consensus

Central 
coordination
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Proceso de actualización
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Proceso de actualización
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Proceso de actualización



COMISIÓN PERMANENTE DE LA FARMACOPEA DE LOS 
ESTADOS UNIDOS MEXICANOS (CPFEUM)

Principles at CPFEUM

Representativity

Consensus

Consultation

Permanent review

PRINCIPLES INSTRUMENT

Agreement and RIOCPFEUM

RIOCPFEUM

NOM-001-SSA1

Agreement and NOM-001-SSA1



In the Context of BPR
Components of the regulatory framework
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Figure 1

Structure of a regulatory framework

Less detailed
Less flexible
More prescriptive
More complicated to change

More detailed
More flexible
Less perceptive
Less complicated to 
change



FEUM Process in the Context of GRP

Principles:
Representativity
Consensus
Public consultation
Permanent review
Openess
Harmonization
Ethics
Social responsibility

NOM-001-SSA1-2020

Principles:
Legality
Coherence
Independence
Impartiality
Proportionality
Flexibility
Clarity
Efficiency
Transparency

GRP



The structure of CPFEUM in the context of RPG 
facilitators

§ Political and government-wide support
§ Effective organization and good 

governance supported by leadership 
§ Inter- and intra-organizational 

communication, collaboration and 
coordination 

§ A robust and well-functioning quality 
management system 

§ Sufficient and sustainable financial 
resources 

§ Competent human resources 
§ Ethics and organizational values 
§ Decision-making process based on data 

and science

§ Excellent linkage and cooperation with NRA
§ The structure of the CPFEUM has allowed 

consistency over 37 years 
§ There is collaboration with about 50 local 

institutions and organizations and with the 
Pharmacopoeias of the world

§ There is a QMS
§ It is a self-sustaining project, based on the sale of 

the SRef and publications and trainings. 
§ There is a young but mature team
§ There is a living Code of Ethics
§ Agreements by consensus, with objectivity and 

impartiallity based on science and taking up 
international standards
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FEUM-USP Scientific Meeting, every 2 years in CDMX
Exchange of publications, work plans and technical consultations
Mutual invitations to symposia or activities.
Stays for training or understanding of our processes.

Memorandum of Understanding 1999, 2009, 2018

Observer member, 2020

Collaboration at IMWP

USP

Farmacop
ea

Europea

OMS

USP Convention
The Executive Director is a voting delegate

Participation in a working group with access and influence in the 
drafts of new pharmacopeial contents

Participation in the 12 International Meetings of the World 
Pharmacopoeias led by WHO since 2012.
The 2022 meeting will be hosted by the CDMX. 
Participation in monographic drafts of inputs for COVID-19
Participation in 55 Meeting of the WHO Expert Committee on 
Specifications for Pharmaceutical Preparations

Pacific Alliance
Recognition of the FEUM as a regional Pharmacopoeia

Cooperation and Convergence between 
Pharmacopoeias
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QFB Rafael Hernández Medina
Deputy Director of Publishing and Publications, 
Pharmacopoeia of the United States of Mexico
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