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Les fertilisants mis sur le marché et utilisés en France a
l’exclusion des fertilisants conformes au réglement (UE)
n°2019/1009.

Décret du ... fixant les modalités de controle et d’étiquetage
des critéres de qualité agronomique et d'innocuité des
matiéres fertilisantes et des supports de culture

Le décret fixe des régles d’étiquetage et de contrdle des matiéres
fertilisantes et supports de culture. Plus précisément : - Il définit
les modalités de contrdle de l'efficacité et de I'absence d'effet nocif
des matiéres fertilisantes et des supports de culture ;- Il adapte la
réglementation existante relative a I'étiquetage des fertilisants en
ce qui concerne les mentions obligatoires concernant la nature et
les régles d'utilisation des matiéres fertilisantes et supports de
culture ; - 11 établit les dispositions transitoires pour 1’application
des critéres d’innocuité et d’efficacité fixés par le décret "fixant
les critéres de qualité agronomique et d'innocuité des matieres
fertilisantes et des supports de culture™ aux produits actuellement
autorisés.

Les fertilisants mis sur le marché et utilisés en France a
lexclusion des fertilisants conformes au réglement (UE)
n°2019/1009.

Décret du ..fixant les critéres de qualité agronomique et
d'innocuité des matiéres fertilisantes et des supports de
culture

Ce décret établit les critéres d’innocuité et de qualité agronomique
que doivent respecter les matiéres fertilisantes et supports de
culture mis sur le marché et utilisés.En particulier il définit : -
Quatre catégories de fertilisants (A1, A2, B1 et B2) en fonction de
leur qualité et de leur usage ;- L'utilisateur professionnel de
matiéres fertilisantes et de supports de culture ;- Les critéres
d’innocuité et de qualité agronomique, dont les valeurs et
modalités d’appréciation sont définies par arrété ministériel.

Les fertilisants mis sur le marché et utilisés en France a
l’exclusion des fertilisants conformes au réglement (UE)
n°2019/1009.

Arrété du ... fixant les valeurs et modalités d’appréciation des
critéres d’innocuité et de sortie de statut de déchet des
matiéres fertilisantes et supports de culture

Cet arrété¢ :- Fixe les valeurs et modalités d’appréciation de
l'innocuité des matiéres fertilisantes et supports de culture en ce
qui concerne leur composition : éléments traces métalliques,
composés traces organiques (hydrocarbures aromatiques
polycycliques, polychlorobiphényles, dioxines/furanes),
pathogenes, inertes et indésirables, pour chacune des catégories de
matiéres fertilisantes ; - Précise les modalités de controle ;- Précise
les critéres de sortie du statut de déchet pour les matiéres
fertilisantes et supports de culture.

Les fertilisants mis sur le marché et utilises en France a
U’exclusion des fertilisants conformes au reglement (UE)
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Arrété du ... fixant les apports maximaux admissibles en
éléments traces métalliques et en composés traces organiques
lors de ’utilisation des matiéres fertilisantes

Cet arrété fixe les valeurs et modalités d’appréciation de
l'innocuité des matiéres fertilisantes en ce qui concerne les apports

maximaux admissibles : ¢éléments traces métalliques,
hydrocarbures aromatiques polycycliques et
polychlorobiphényles.

Radio equipment of radio stations for High Altitude Platform
Station (HAPS) and HIBS (HAPS as IMT Base Station).

Partial Amendment of the Ordinance for Enforcement of the
Radio Act, etc.

Japan will amend the Ordinance for Enforcement of the Radio
Act, etc. to introduce technical requirements for HAPS (fixed
service) and HIBS (mobile telecommunication service for
LTE/NR).

PVC-C pipes and fittings DN 8 to DN 100- Tubes, pipes and hoses,
rigid: (HS code(s): 39172); Fittings, e.g. joints, elbows, flanges,
of plastics, for tubes, pipes and hoses (HS code(s): 391740)
WaterMark Certification Scheme - WMTS-541:202x PVC-C
pipes and fittings DN 8 to DN 100

This Technical Specification sets out requirements for PVC-C
piping systems (pipe, fittings, solvent cement) for use in cold
water fire sprinkler systems. The system comprises PVC-C pipe
and fittings in sizes ranging from DN 8 to DN 100. The Plumbing
Code of Australia (PCA) requires that most products intended for
use in plumbing and drainage installations in or around buildings
to be evaluated and certified to WaterMark product specifications.
WaterMark certification to an applicable product specification
provides a process to evaluate and authorise products to enable
their use in a plumbing and drainage installation. Thus ensuring
that the plumbing and drainage products are fit for purpose for
which they are intended.This WaterMark Technical Specification
(WMTS) was prepared in accordance with the Manual for the
WaterMark Certification Scheme, Appendix 4, Protocol for
Developing Product Specifications.The objective of WaterMark
Technical Specification is to enable product certification in
accordance with the requirements of the Plumbing Code of
Australia (PCA).

Gas Natural

NCh 2264:2025 Gas Natural - Especificaciones

1.1. Esta norma establece las caracteristicas que debe cumplir el
gas natural en el transporte, distribucion y suministro. 1.2. Esta
norma se aplica en cualquiera de los puntos en que se ejecuten las
operaciones definidas en 1.1, de acuerdo con la reglamentacion
vigente.1.3. Esta norma no se aplica al denominado gas natural
sustituto.

Roller blood pump of cardiopulmonary bypass systems (HS
code(s): 901890); (ICS code(s): 11.040.40)

National Standard of the P.R.C., Cardiopulmonary bypass
systems-Roller blood pump

This document specifies the terms and definitions, modes,
compositions, basic parameters, requirements, test methods for
cardiopulmonary bypass system-roller blood pump.

This document applies to cardiopulmonary bypass system-roller
blood pump, which is used by medical organization to temporarily
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replace heart function for cardiopulmonary bypass or regional
perfusion during surgery or emergency treatment.

Air-bag type sequential external counter-pulsation device (HS
code(s): 901910); (ICS code(s): 11.040.40)

National Standard of the P.R.C., Air-bag type sequential
external counter-pulsation device

This document specifies the terms and definitions, classifications
and structure, requirements, test methods, marking, instructions,
packaging, transportation and storage of air-bag type sequential
external counter-pulsation device.

This document applies to air-bag type sequential external counter-
pulsation device, which is mainly used in medical units for
ischemic disease treatment and rehabilitation of patients.

Water heating/cooling system for cardiopulmonary bypass
systems (HS code(s): 901890); (ICS code(s): 11.040.40)
National Standard of the P.R.C., Cardiopulmonary bypass
systems Water Heating/Cooling System

This document specifies the terms and definitions, requirements,
and test methods for the water heating/cooling system of
cardiopulmonary bypass systems.

This document applies to the water heating/cooling system of
cardiopulmonary bypass systems (hereinafter referred to as the
"heater-cooler device"), which serves as the driving device that
provides heated water, cooled water, and raw water to the heat
exchanger in the cardiopulmonary bypass blood heat exchange
system, for temperature regulation during cardiopulmonary
bypass perfusion in medical institutions.

This document applies to:

—Heater-cooler device for extracorporeal membrane oxygenation
(ECMO)(hereinafter referred to as the "ECMO heater-cooler
device™); and

—Heater-cooler device for cardiopulmonary bypass (CPB)
(hereinafter referred to as the "CPB heater-cooler device").

Soybean, fava bean, adzuki bean and mung bean seeds (HS
code(s): 071331; 071332; 071350; 120110); (ICS code(s):
65.020.20)

National Standard of the P.R.C., Seed of food crops—Part
2:Legume

This document specifies the quality requirements, inspection
methods and inspection rules for soybean, fava bean, adzuki bean
and mung bean seeds.

This document applies to legume seeds mentioned above for
production and sale.

Indicating and control system for fire resistant doorsets (HS
code(s): 853710); (ICS code(s): 13.220.20)

National Standard of the P.R.C., Indicating and control
system for fire resistant doorsets

The document specifies terms and definitions, classification,
technical requirements, inspection rules and labeling, and test
methods for indicating and control system for fire resistant
doorsets.

This document applies to the design, manufacture, and inspection
of indicating and control system for fire resistant doorsets installed
in general industrial and civil buildings.
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Marine fuel oils (HS code(s): 271019); (ICS code(s): 75.160.20)

National Standard of the P.R.C., Marine fuel oils

This document specifies the classification and code, requirements
and test methods, inspection rules, labelling, packaging,
transportation, storage and safety of marine fuel oils from
petroleum.

This document applies to fuel oils for diesel engines and boilers
of inland going, sea-going and ocean-going ships. The
specifications for fuel oils in this document can also be applicable
to fuel oils for stationary diesel engines and other marine
machineries of the same or similar manufacture.

Aviation piston engine fuels (HS code(s): 271012); (ICS code(s):
75.160.20)

National Standard of the P.R.C., Aviation piston engine fuels
This document specifies the classification and marking,
requirements and test methods, inspection rules, labelling,
packaging, transportation, storage and safety of aviation piston
engine fuel, which is produced from raw materials and processes
identified through specified identification procedures and blended
with appropriate additives.

This document applies to aviation piston engine fuels.

Biodiesel, ester-based biodiesel, hydrocarbon-based biodiesel,
petrodiesel, B7 automobile diesel fuel, H20 automobile diesel fuel,
biobased blended automobile diesel fuel (HS code(s): 271019;
271020; 290559; 3826); (ICS code(s): 75.160.20)

National Standard of the P.R.C., Biobased blended
automobile diesel fuels

This document specifies the classification and marking,
requirements and test methods, inspection rules, as well as
labeling, packaging, transportation, storage and safety of biobased
blended automobile diesel fuel which is blended with biodiesel
and petroleum diesel.

This document applies to biobased blended automobile diesel fuel
used as a blending component in compression-ignition engines.

Road traffic signal lamps (HS code(s): 853080); (ICS code(s):
93.080.30)

National Standard of the P.R.C., Road traffic signal lamps
This document specifies the classification and model preparation
rules, requirements, test methods, inspection rules, nameplates
and signs, packaging, transportation, and storage of road traffic
signal lamps

This document applies to the design, manufacturing, and
inspection of signal lamps used on roads, including those fixed on
the road or temporarily moved.

Road traffic signal (HS code(s): 853080); (ICS code(s):
93.080.30)

National Standard of the P.R.C.,Safety technical
requirements for road traffic signal setting and installation
This document specifies the general requirements, installation
conditions, combined application, installation, display
requirements, and implementation transition period for road
traffic signal.

This document applies to the setting and installation of road traffic
signal.
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Road traffic signal controller (HS code(s): 853080); (ICS code(s):
93.080.30)

National Standard of the P.R.C., Road traffic signal controller
This document specifies the classification, model designation
rules, technical requirements, test methods, inspection rules,
markings, labeling, inspection certificates, and packaging for road
traffic signal controllers.

This document applies to the design, production, and inspection
of road traffic signal controllers. Traffic signal controllers used in
other places shall be used by a reference.

Electric bicycle charging pile (HS code(s): 850440); (ICS code(s):
29.200)

National Standard of the P.R.C., Safety technical specification
for electric bicycle charging pile

This document specifies the terminology definition, basic safety
requirements, safety protection function requirements, and test
methods for electric bicycle charging pile, and specifies the
special requirements for DC charging pile.

This document applies to AC/DC charging pile for electric bicycle
and their batteries that defined in GB 17761.

Light-duty vehicles (HS code(s): 870323); (ICS code(s):
13.040.50)

National standard of the People's Republic of China
“Amendment to °‘Limits and measurement methods for
emissions from light-duty vehicles (CHINA VI)’ (GB
18352.6—2016)”

This amendment builds upon the China VI standard for light-duty
vehicles by revising the definitions of emission control devices,
defeat device, and auxiliary emission control devices. It
strengthens the requirements for the sealing of type-approval
vehicles and the reporting of failures in emission-related
components covered under warranty. The amendment introduces
provisions for the registration of CAL ID and CVN, specifies the
equivalency conditions for type-approval extensions of hybrid
electric vehicles, supplements the test procedures for vehicles with
three or more axles, and further standardizes relevant technical
testing requirements.

Heavy-duty vehicles and their engines (HS code(s): 870323); (ICS
code(s): 13.040.50)

National standard of the People's Republic of China
“Amendment to °‘Limits and measurement methods for
emissions from diesel fuelled heavy-duty vehicles (CHINA
VI)’ ”

The amendment of this standard builds upon China VI standards
for heavy-duty vehicles by adding emission limits and testing
requirements for hydrogen engines, specifying requirements for
precious metal testing of three-way catalysts, revising the
definition of failure strategies, improving the reporting provisions
for failure information of warranty parts, and standardizing the
relevant technical testing requirements.

Motorcycles (HS code(s): 8711); (ICS code(s): 13.140)

National standard of the P.R.C., Limits and measurement
methods for noise emitted from motorcycles (CHINA III)
This standard specifies the limits and measurement methods for
road noise and stationary noise emitted by motorcycles.
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This standard specifies the requirements and methods for type
inspection of motorcycles, as well as the inspection and
determination methods for production conformity and in-use
vehicle inspection.

Animal feeding stuffs (ICS code(s): 65.120)
DJS 1793:2025Feedstuffs and feed additives — Rye used as
feedstuff

This draft Jordanian standard specifies the requirements for rye
grains used as feedstuff. It covers definitions, classification of rye
types, technical requirements, health requirements, packaging,
transport, storage, and labelling requirements.

Animal feeding stuffs (ICS code(s): 65.120)
DJS 1762:2025-Feed-General Standard for Labeling
Feedstuff

This draft Jordanian Standard specifies the general requirements
for labeling feedstuffs, whether packed or in bulk, produced
locally or imported. It defines the information that must appear on
feed labels and establishes general and mandatory labeling
requirements to ensure clear, accurate, and non-misleading
presentation.

The standard includes:Definitions of key terms related to feed
labeling (e.g., feed additives, raw feed, premix, batch, expiry
date).General labeling principles prohibiting false or misleading
claims and requiring clear visibility and legibility.Mandatory
information to be displayed on the feed label, such as product
name, intended animal species, manufacturer details, weight or
volume, country of origin, production and expiry dates,
composition, additives, analytical data, safety instructions, and
storage conditions.

It replaces the previous version JS 1762:2016.

Plant-based products

Decree No. 12,709, 31 October 2025

Regulates the inspection of products of plant origin established by
Law No. 7,678, of 8 November 1988, by art. 27-A, caput, item IV,
and § 1, item III, by art. 28-A and by art. 29-A of Law No. 8.171,
17 January 1991, by Law No. 8.918, 14 July 1994, by Law No.
9.972, 25 May 2000, and by Law No. 14.515, 29 December 2022.

Alcoholic beverages (ICS code(s): 67.160.10)

The Ministerial Decree No. 6/2025 (2 pages, in Arabic)
mandating the Egyptian standard ES 189-1/2018 (Partial
modification 2022) for '* alcoholic beverages -part 1: wine "'
The Ministerial Decree No. 6/2025 gives the producers and
importers a six-month transitional period to abide by the Egyptian
standard ES 189-1/2018 which specifies the basic requirements
and descriptive standards for alcoholic beverages "wine".Worth
mentioning is that this standard complies with the
following:International code of oenological practices (Issue 01/
2016)- International organization of Vine and Wine
(OlV).Council Regulation (EEC) No01601/91 Laying down
general rules on the definition, description and presentation of
aromatized wines, aromatized wine based drinks and aromatized
wine-product cocktails.
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Alcoholic beverages (ICS code(s): 67.160.10)

The Ministerial Decree No. 6/2025 (2 pages, in Arabic)
mandating the Egyptian standard 189-2/2018 (Partial
modification 2022,2023) for “ alcoholic beverages part :2 beer
and flavoured beer ”

The Ministerial Decree No. 6/2025 gives the producers and
importers a six-month transitional period to abide by the Egyptian
standard ES 189-2/2018 which specifies the basic requirements
and descriptive standards for beer and flavoured beer.Worth
mentioning is that this standard complies with the
following:International code of oenological practices (Issue 01/
2016)- International organization of Vine and Wine
(OlV).Council Regulation (EEC) No01601/91 Laying down
general rules on the definition, description and presentation of
aromatized wines, aromatized wine based drinks and aromatized
wine-product cocktails.

Alcoholic beverages (ICS code(s): 67.160.10)

The Ministerial Decree No. 6/2025 (2 pages, in Arabic)
mandating the Egyptian standard ES 189-3/2018 (Partial
modification 2022) for “Alcoholic Beverages - Part: 3 Distilled
Alcoholic Beverages ”.

The Ministerial Decree No. 6/2025 gives the producers and
importers a six-month transitional period to abide by the Egyptian
standard ES 189-3/2018 which specifies the basic requirements
and descriptive standards for distilled alcoholic beverages.Worth
mentioning is that this standard complies with the following:KS
/EAS 143: 2014 “Kenya/ East African Standard ‘“Brandy —
Specification” International code of oenological practices (Issue
01/ 2016)- International organization of Vine and Wine (OIV).

Alcoholic beverages (ICS code(s): 67.160.10)

The Ministerial Decree No. 6/2025 (2 pages, in Arabic)
mandating the Egyptian standard ES 189-4/2018 (Partial
modification 2022) for *"Alcoholic Beverages -Part: 4 Other
Fermented Alcoholic Beverages Except Beer and Wine **

The Ministerial Decree No. 6/2025 gives the producers and
importers a six-month transitional period to abide by the Egyptian
standard ES 189-4/2018 which specifies the basic requirements
and descriptive standards for Other Fermented Alcoholic
Beverages Except Beer and Wine.Worth mentioning is that this
standard complies with the following:KS /EAS 143: 2014 “Kenya/
East African Standard “Brandy — Specification”. International
code of oenological practices (Issue 01/ 2016)- International
organization of Vine and Wine (OIV).

Milk and processed milk products (ICS code(s): 67.100.10)

The Ministerial Decree No. 6/2025 (2 pages, in Arabic)
mandating the Egyptian standard ES 9012 for “sweetened
condensed milk ”

The Ministerial Decree No. 6/2025 gives the producers and
importers a six-month transitional period to abide by the Egyptian
standard ES 9012 which specifies the basic requirements and
descriptive criteria for sweetened condensed milk for direct
consumption or other manufacturing processes that comply with
the definitions clause of this standard.This standard cancels and
supersedes ES 1830-2 “Concentrated milk, Part 2: Sweetened
condensed and concentrated milk”.Worth mentioning is that this
standard is technically identical with Codex Standard CXS 282-
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G/TBT/N/CHN/2147

12/11/2025

G/TBT/N/ISR/1406
12/11/2025

G/TBT/N/VNM/378
12/11/2025

China

Israel

Viet Nam

1971 "Sweetened Condensed Milk™, adopted in 1971, revised in
1999, amended in 2010, 2018, 2022, 2023.

In-service ships (HS code(s): 840999); (ICS code(s): 13.040.50)
National standard of the People's Republic of China “Limits
and Measurement Methods for Exhaust Smoke from Ships”
The emission of black smoke from ships severely pollutes the
environment in port areas and endangers the health of nearby
residents. This standard addresses the issue of black smoke
emitted by in-service ships during navigation and mooring due to
improper maintenance, inappropriate diesel engine selection, and
operational factors. This standard specifies the acceptable levels
of black smoke emissions from ships.

Food additives - Vitamins, Minerals and others (ICS code(s):
67.050; 67.220.20)

Protection of public health regulations (Food)
(Implementation of Changes in the Annex to European Union
Directives) (Addition of Vitamins and Minerals and Certain
Other Substances to Food) 5785-2025

The European Regulation (EC) No 1925/2006 of the European
Parliament and of the Council of 20 December 2006 on the
addition of vitamins and minerals and of certain other substances
to foods was adopted in Israel as part of Amendment No. 10 to the
Public Health Protection (Food) Law, 5776 - 2015 (notified in
G/TBT/N/ISR/1332/Rev.1), and appears in item 7 of the Second
Annex A to the Law with a few deviations as detailed in columns
A and C, in addition to the exceptions as stated in Section 3A(al)
to (ab) of the Law. The adopted European edition was of the
version valid on 22 June 2023.

It is now proposed to apply the change to the adopted Regulation
(EC) 1925/2006 in full, as implemented in the European Union by
10 September 2025. The main change introduced in this proposed
Order is the addition of iron milk caseinate to foods, as published
in Commission Implementing Regulation (EU) 2023/949 of 12
May 2023 authorising the placing on the market of iron milk
caseinate as a novel food.Furthermore, Israel's National Food
Services published the Novel Food letter for comprehensive
guidance.

Civil cryptographic products

Draft Circular promulgating national technical regulations,
amending national technical regulations in the field of civil
cryptography and amending and supplementing Circular No.
87/2024/TT-BQP dated October 26, 2024 stipulating the List
of cryptographic

This draft Circular amends and supplements Circular No.
87/2024/TT-BQP dated October 26, 2024 of the Minister of
National Defence stipulating the List of cryptographic technical
standards that are mandatory for hardware security modules in
electronic identification and authentication activities.

The “List of cryptographic technical standards that are mandatory
for hardware security modules in electronic identification and
authentication activities” issued in the Appendix to Circular No.
87/2024/TT-BQP shall be replaced by the “List of cryptographic
technical standards that are mandatory for hardware security
modules in electronic identification and authentication activities”
issued in the Appendix to this Circular
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11/01/2026
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G/TBT/N/VNM/379

12/11/2025

G/TBT/N/VNM/380

12/11/2025

G/TBT/N/VNM/381

12/11/2025

G/TBT/N/AUS/190
13/11/2025

Viet Nam

Viet Nam

Viet Nam

Australia

Civil cryptographic products

Draft National technical regulation on data encryption used in
banking

This draft national technical regulation specifies the limits of
cryptographic technical characteristics for data encryption
algorithms in civil cryptographic products used in the banking
sector.

This draft technical regulation applies to organizations and
individuals engaged in the production, trading and use of civil
cryptographic products in the banking sector; credit institutions
(except local people's credit funds with assets of les than 10 billion
VND, microfinance organizations) that use civil cryptographic
products and services

Civil cryptographic products

Amendment 1:2025 QCVN 12:2022/BQP National technical
regulation on cryptographic technical specification used in
civil cryptography products under IP security products group
with IPsec and TLS

This draft national technical regulation specifies the limits of
cryptographic technical characteristics of IP stream security
products using IPsec and TLS technologies to protect information
which are not within the scope of state secrets.

This draft technical regulation applies to organizations and
individuals engaged in the trading and use of civil cryptographic
products intended to protect information outside the scope of state
secrets

Civil cryptographic products

Amendment 1:2025 QCVN 15:2023/BQP National technical
regulation on security of cryptographic used in civil
cryptography products belong to data storage security
product group

This draft technical regulation specifies the limits of cryptographic
technical characteristics for data security products used to protect
information which are not within the scope of state secrets

This draft technical regulation applies to organizations and
individuals engaged in the production, trading and use civil
cryptographic products intended to protect information outside the
scope of state secrets

The Government Cipher Committee will accept test results from
designated domestic conformity assessment organizations, as well
as from recognized or unilaterally recognized conformity
assessment organizations according to the provisions of law for
the technical requirements in this technical regulation.

HS code: 9503 (various)Children’s toys containing lead and other
elements — being children’s toys that are products designed or
clearly intended for use in play by children under the age of 6
years.This regulation addresses the risk of children ingesting
Limited review of the mandatory safety standard for toys
containing lead and other elements; accessed via link below.
The mandatory standard for toys containing lead and other
elements came into effect in 2009 to protect children from harmful
levels of lead and other toxic elements in children’s toys supplied
in Australia. The mandatory standard covers requirements for
maximum migration limits for certain elements and provides
guidelines on how to test for certain elements in children's toys
and finger paints.The ACCC is conducting a limited review of the
mandatory standard for toys containing lead and other elements.
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G/TBT/N/CAN/758

13/11/2025

G/TBT/N/EU/1170
14/11/2025

Canada

European
Union

The purpose of this limited review is to seek stakeholder views
about:increasing compliance options by referencing appropriate
voluntary Australian and overseas standards that provide an
equivalent or better level of safetywhether adding dynamic
references is appropriate - so updates to referenced voluntary
standards flow through to the mandatory standard.The limited
review seeks views about allowing suppliers to comply with the
most recent version of the voluntary Australian standard:
Australian/New Zealand Standard (AS/INZS ISO
8124.3:2021/Amd 1:2023 - Safety of toys - Part 3: Migration of
certain elements)In addition, the limited review seeks views about
allowing suppliers to comply with the following voluntary
international  standard:International ~Standard (1ISO 8124-
3:2020/Amd 1:2023 - Safety of toys - Part 3: Migration of certain
elements)Note: The Australian/New Zealand Standard is a direct
adoption of the International standard.The proposed safety
standard would not impose any requirements other than those
contained in these standards. Allowing compliance with these
standards would increase compliance options thereby reducing
technical barriers to trade.

Medical equipment (ICS code(s): 11.040)

Regulations Amending the Medical Devices Regulations
(Establishment Licences) (30 pages, available in English and
French)

This proposal delivers on Phase Il of Health Canada’s
commitments set out in the Departmental Forward Regulatory and
Stock Review Plans to modernize the Medical Device
Establishment Licensing (MDEL) framework, while enabling the
oversight to better manage emerging health and safety risks. The
proposed amendments would: remove the requirement for
importers with an MDEL to import from foreign distributors with
an MDEL. require all MDEL applicants to provide supplier
information as part of their MDEL application and to update the
supplier information once a year at annual licence review Make
explicit the requirement for manufacturers, importers and
distributors to establish, implement and maintain all documented
procedures relevant to their safety management activities.Most of
the medical devices sold in Canada are imported, with a growing
number of suppliers providing medical devices to the Canadian
market. This, in addition to experimentation with regulatory
flexibilities during the COVID-19 pandemic, demonstrates a need
to update the current framework to allow Health Canada to
continue to provide efficient, effective, and agile oversight of
medical devices to protect the health and safety of people in
Canada.

Food

Draft Commission Delegated Regulation amending Delegated
Regulation (EU) 2016/127 as regards the protein-related
requirements for infant and follow-on formula manufactured
from protein hydrolysates

This delegated Regulation aims to amend Commission Delegated
Regulation (EU) 2016/127 by amending the compositional
requirements set out in that Regulation for the protein content,
protein source, protein processing and protein quality for infant
and follow-on formula manufactured from protein hydrolysates,
based on the relevant EFSA scientific opinion.
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G/TBT/N/KOR/1325
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G/TBT/N/KOR/1326
14/11/2025

Korea,
Republic of

Korea,
Republic of

Alcoholic beverages (HS code(s): 2203 ~ 2208)

Partial Amendment of Enforcement Rule of National Health
Promotion Act

Revision of the way the warning texts and images are presented in
the warning message on the label, following the revision of
National Health Promotion Act (promulgated in Mar.2025) that
added the content on drink-driving to the warning message, and
allowed images in the warning message as well as texts.

Alcoholic beverages (HS codes: 2203 ~2208)

Draft of Full Amendment to the Notification on Warning
Messages on Excessive Drinking

Revision of the content of warning texts and images in the warning
message on the label, following the revision of National Health
Promotion Act (promulgated in March 2025) that added the
content on drink-driving to the warning message, and allowed
images in the warning message as well as texts.
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