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Applicable to pharmacovigilance to prevent and assess
potential risks arising from the use of medicines and vaccines.
Proyecto de Norma Oficial Mexicana PROY-NOM-220-
SSA1-2024 instalacién y operacion de la
Farmacovigilancia (Draft Mexican Official Standard
PROY-NOM-220-SSA1-2024: Introduction and operation
of pharmacovigilance) (24 pages, in Spanish)

Purpose The notified draft Standard will establish guidelines
for the introduction and operation of pharmacovigilance
throughout the national territory. Scope The notified draft
Standard will be binding throughout the national territory on
federal and local government agencies and entities, and on
natural or legal persons in the social and private sectors that
are part of the National Health System, health professionals,
institutions or establishments where health research is
conducted or managed, holders of sanitary registration
certificates or their legal representatives, storage and
distribution warehouses, points of sale, caregivers, patients
and consumers of medicines and vaccines.

Applicable to technovigilance that ensures that medical
devices are safe, effective and perform according to the
manufacturer's specifications.

Proyecto de Norma Oficial Mexicana PROY-NOM-240-
SSA1-2024 Instalacion y operacion de la tecnovigilancia
(Draft Mexican Official Standard PROY-NOM-240-SSA1-
2024: Introduction and operation of technovigilance) (18
pages, in Spanish)

* The purpose of technovigilance is to ensure that medical
devices in use on the market in the national territory are safe,
effective and perform according to the manufacturer's
specifications, authorized by the Ministry of Health through
the Federal Commission for Protection against Health Risks. ¢
The purpose of draft Mexican Official Standard PROY-NOM-
240 is to establish guidelines for the introduction and operation
of technovigilance in order to guarantee the protection of
patient health and the safety of medical devices in use in the
national territory. ¢« The notified draft Standard is binding
throughout the national territory on federal and local
government agencies and entities, natural or legal persons in
the social and private sectors that are part of the National
Health System, institutions and establishments where human
health research is conducted, health professionals, patients and
users, holders of sanitary registration certificates or their legal
G/TBT/N/MEX/536 - 2 - representatives in Mexico,
manufacturers, distributors and marketers of medical devices
and those involved in the medical device supply chain.

Sacks. Bags (ICS code(s): 55.080)

Technical Regulation for PP woven laminated sacks for
packaging of 50 kg cement: (NS 591 and NS 592).

This technical regulation prescribes that 50 kg of cement shall
be packed in pp laminated sacks as per NS 591 or NS 592 for
the production, storage, transportation, sales and distribution
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Food supplements

Draft Commission Regulation (EU) .../ ...of XXX
amending Directive 2002/46/EC of the European
Parliament and of the Council as regards calcidiol
monohydrate used in the manufacture of food supplements
This draft Commission Regulation concerns the authorisation
of the addition of calcidiol monohydrate, as a source of vitamin
D to food supplements, in line with EFSA's relevant scientific
opinion.

Substances with probable effects on the central nervous system
Designation of Shitei Yakubutsu (designated substances),
based on the Act on Securing Quality, Efficacy and Safety
of Products Including Pharmaceuticals and Medical
Devices (hereinafter referred to as the Act). (1960, Law
No.145)

Proposal for the additional designation of 6 substances as
Shitei Yakubutsu, and their proper uses under the Act.

Bobo Croaker (HS:030389)

Longneck Croaker (HS:030389)

Saury (HS:030249, 030359)

* Apply to whole frozen fish with noticeably original shape
(categorized as HS 0303); and fresh fish (categorized as HS
0302)

Pre-announcement of partial amendment to Enforcement
Regulation of Distant Water Fisheries Development Act
Add some fields to Catch Certificate and Simplified Catch
Certificate to help identify fish’s engagement of illegal fishing
and trace fish through all stages of the supply chain as follows:
- Catch Certificate: IMO number & IRCS (for fishing vessel
and receiving vessel), Type of products, Name of landing port,
Place of processing

- Simplified Catch Certificate: Area of fishing, Transshipment
position, Importer name and contact details

Modify names of some fields (both Korean and English) for
more detailed and clarified data required as follows:

- Catch Certificate: modify fields of “Weight” to
“Weight/processed weight”; ‘“Name/position” to “Officer’s
name/position” (in the section of Validation by the competent
authority)

- Simplified Catch Certificate: modify fields of
“Name/position” to “Officer’s name/position” (in the section
of Validation by the competent authority)

Digital Medical Products

Proposed establishment of the “Enforcement Dcree of the
Digital Medical Products Act” and the “Enforcement Rule
of the Digital Medical Products Act”

The purpose of this Decree is to prescribe matters mandated
by the Digital Medical Products Act for its enactment and
enforcement. The matters are as follows:

A. details necessary for establishment and implementation of
a comprehensive plan for digital medical products

B. media and methods of advertising digital medical device
software for professionals

C. facility standards for medicines combined with digital
technology

06/10/2024

06/10/2024

06/10/2024


https://www.epingalert.org/en/Search/Index?domainIds=1&distributionDateFrom=2024-08-05&distributionDateTo=2024-08-09&viewData=G%2FTBT%2FN%2FEU%2F1082
https://www.epingalert.org/en/Search/Index?domainIds=1&distributionDateFrom=2024-08-05&distributionDateTo=2024-08-09&viewData=G%2FTBT%2FN%2FJPN%2F825
https://www.epingalert.org/en/Search/Index?domainIds=1&distributionDateFrom=2024-08-05&distributionDateTo=2024-08-09&viewData=G%2FTBT%2FN%2FKOR%2F1222
https://www.epingalert.org/en/Search/Index?domainIds=1&distributionDateFrom=2024-08-05&distributionDateTo=2024-08-09&viewData=G%2FTBT%2FN%2FKOR%2F1223

G/TBT/N/SAU/1341

07/08/2024

G/TBT/N/JPN/826
08/08/2024

Saudi
Arabia,
Kingdom of

Japan

G/TBT/N/TPKM/545  Chinese
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D. procedures and methods for designating institutions for
fostering professional human resources, centers for regulatory
support, and agencies for certification

E. other matters

The purpose of this Rule is to prescribe matters mandated by
the Digital Medical Products Act and the Enforcement Decree
of that Act for its enactment and enforcement. The details are
as follows:

A. the scope of and classification standards for digital
technology

B. permission (certification and reporting) considering the
characteristics of digital medical devices

C. clinical trials (clinical performance tests)

D. standards for quality control

E. labeling, follow-up management methods and procedures
F. certification of excellent management systems

G. manufacturing and import of medicines combined with
digital technology

H. impact assessment for supporting the development of
digital medical products

I. other metters

Product Safety

LAW ON PRODUCT SAFETY

The provisions of the Law shall apply to all products, including
products traded through electronic means, except for products
whose competence is assigned to the Saudi Food and Drug
Authority.

Foods for Special Dietary Uses

Partial Revision to the Cabinet Office Ordinance on the
Permission, etc. for Special Use Labelling provided for in
the Health Promotion Act

In order to maintain and promote the health of the people, the
following amendments shall be made. - The labeling items
currently stipulated in the public notice concerning food for
special purposes (excluding food for specified health uses)
shall be stipulated in a Cabinet Office Ordinance. - Add a
matter requiring applicants for the labeling of food for special
purposes to submit data on measures to be taken to inform
consumers of the contents of the labeling, when the
Commissioner of the Consumer Affairs Agency deems it
particularly necessary.

Mobile Phone

Draft Regulations Governing Labelling for Recycling
Categories and Other Matters of Compliance for Mobile
Phone Manufacturers and Importers

Because of Mobile phones' small size, high price, and the large
amount of personal information stored within, consumers
often keep them at home after replacing them or fail to recycle
them due to concerns about personal data leakage.
Considering that mobile phones contain over seventy types of
elements, including precious and rare metals, establishing
proper recycling channels for them will facilitate the recycling
and reuse of scarce resources.The Resource Recycling Act
aims to promote the sustainable use of resources by effectively
directing discarded resources into reuse and recycling
channels, thus achieving the goal of transition towards a
circular economy. When consumers replace mobile phones,

06/09/2024

07/10/2024

08/10/2024


https://www.epingalert.org/en/Search/Index?domainIds=1&distributionDateFrom=2024-08-05&distributionDateTo=2024-08-09&viewData=G%2FTBT%2FN%2FSAU%2F1341
https://www.epingalert.org/en/Search/Index?domainIds=1&distributionDateFrom=2024-08-05&distributionDateTo=2024-08-09&viewData=G%2FTBT%2FN%2FJPN%2F826
https://www.epingalert.org/en/Search/Index?domainIds=1&distributionDateFrom=2024-08-05&distributionDateTo=2024-08-09&viewData=G%2FTBT%2FN%2FTPKM%2F545

G/TBT/N/SAU/1342

09/08/2024

G/TBT/N/THA/748
09/08/2024

Saudi
Arabia,
Kingdom of

Thailand

they will have circulation services available to them provided
by mobile phone enterprises, which should increase reuse of
the devices. When mobile phones are no longer usable, their
constituents can be recycled and used as raw materials for
manufacturing. Under the authorization of Article 11,
Paragraph 1, Subparagraphs 3 and 4, and Paragraph 2 of the
Resource Recycling Act, the Draft Regulations Governing
Labelling for Recycling Categories and Other Matters of
Compliance for Mobile Phone Manufacturers and Importers
(referred to hereinafter as the Regulations) have been
formulated. They require mobile phone manufacturers and
importers to label mobile phones indicating recycling
categories and methods as well as to cooperate with efforts to
recycle waste mobile phones, thus facilitating recycling and
reuse of renewable resources. Key points of the Regulations
are as follows:Definitions (Item | of the draft
regulations)Scope of applicable enterprises (Item Il of the draft
regulations)Matters of compliance for mobile phone
manufacturers and importers (Iltem 1ll of the draft
regulations)Regulations on mandatory labeling with recycling
category symbols for mobile phone manufacturers and
importers (Item 1V of the draft regulations)Regulations on
waste mobile phone recycling methods for mobile phone
manufacturers and importers (Item V of the draft
regulations)Recycling and circulation targets for mobile phone
manufacturers and importers, required information, schedule,
and recipients of the submitted proposals of these targets, and
improvement measures if targets are not met. Mobile phone
manufacturers and importers may form an organization to
assist in recycling tasks and submission of relevant
information. (Item VI of the draft regulations)Regulations on
Reporting Execution Outcomes, Improvement Measures, and
Corrected Information by Mobile Phone Manufacturers,
Importers, or Joint Recycling Organizations (Item VII of the
draft regulations) Requirements concerning mobile phone
retailers on compliance with recycling methods used by
manufacturers and importers (Item VIIlI of the draft
regulations) Penalties for violations of the regulations (Item IX
of the draft regulations)

03.120 - Quality

Standards and Quality Law

This Law aims to lay down and determine a general framework
for standardization and quality.

Jams, jellies and marmalades (ICS 67.080)

Draft Ministry of Public Health Notification, No. ... B.E.
«ees(se..) Issued by virtue of the Food Act B.E. 2522 entitled
"'jams, jellies and marmalades".

The Ministry of Public Health (MOPH) considered that the
existing Notifications of Ministry of Public Health (N0.213)
B.E 2543 (2000) Issued by virtue of the Food Act B.E. 2522
Re: Jam, jelly, and marmalade in sealed containers should be
revised the measure and quality or standards pertaining to
jams, jellies, and marmalades as follows:1. The Notification of
the Ministry of Public Health, No. 213) B.E 2543 (2000)
Issued by virtue of the Food Act B.E. 2522 Re: Jam, jelly, and
marmalade in sealed containers, dated 19 September B.E. 2543
(2000) shall be repealed and replaced by this (Draft) MOPH
Notification;2. Improve the definitions and expand the scope
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of products to include jams, jellies, citrus marmalades, non-
citrus marmalades, and jelly marmalades.3. Prescribe the basic
ingredients and other permitted ingredients 4. Improve the
standard of soluble solids content 5. Improve the standard of
fruit content.6.Improve the microbiological safety criteria such
as yeast and mold, and pathogenic microorganisms.7.
Prescribe the labelling for jams, jellies, and marmalades. This
draft has also been notified in the SPS notification.

Edible fruit or nut trees, shrubs and bushes, whether or not
grafted (HS code(s): 060220); Fruits and derived products
(ICS code(s): 67.080.10)Cornelian cherry

DUS DARS 943, Fresh Cornelian cherry — Specification,
First edition

This Draft Uganda specifies requirements and test methods for
the fresh cornelian fruit of the tree, Cornus mas L. It does not
apply to processed cornelian cherries.

Edible fruit or nut trees, shrubs and bushes, whether or not
grafted (HS code(s): 060220); Fruits and derived products
(ICS code(s): 67.080.10); Fresh annonas

DUS DARS 906:2024, Fresh annonas — Specification,
First edition

This Draft Uganda Standard applies to the following fruits,
classified as "Annonas", to be supplied fresh to the consumer,
annonas for industrial processing being excluded.

a) Cherimoya of varieties (cultivars) grown from the species
Annona cherimola Mill.

b) Sugar apple of varieties (cultivars) grown from the species
Annona squamosa L.

¢) Atemoya hybrid from the species Annona cherimola Mill.
and Annona squamosa L.

d) Soursop of varieties (cultivars) grown from the species
Annona muricata L.

Fresh raspberries, blackberries, mulberries and loganberries
(HS code(s): 081020); Fresh cranberries, bilberries and other
fruits of the genus Vaccinium (HS code(s): 081040);
Cranberry or lingonberry "Vaccinium macrocarpon,
Vaccinium oxycoccos, Vaccinium

DUS DARS 901:2024, Fresh berry fruits — Specification,
First edition

This Draft Uganda Standard applies to berry fruits of species
and varieties (cultivars) grown from the following species to
be supplied fresh to the consumer, berry fruits for industrial
processing being excluded:

a) raspberries (Rubus idaeus L.)

b) blackberries (Rubus sect. Rubus)

c) loganberries (Rubus loganobaccus L. H. Bailey)

d) currants (Ribes rubrum L., Ribes nigrum L.)

e) gooseberries (Ribes uva-crispa L.)

f) bilberries (Vaccinium myrtillus L.)

g) blueberries (Vaccinium corymbosum L., Vaccinium
formosum Andrews, Vaccinium

angustifolium Aiton, Vaccinium virgatum Aiton)

h) cowberries, lingonberries (Vaccinium vitis-idaea L.)

i) cranberries (Vaccinium macrocarpon Aiton)

j) wild cranberries (Vaccinium oxycoccos L.)

k) cloudberries (Rubus chamaemorus L.)
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I) hybrids of these species such as boysenberries (Rubus
ursinus Cham. et Schltdl. x

m) Rubus idaeus L.), tayberries (Rubus sect. Rubus x Rubus
idaeus L.), jostaberries (Ribes nigrum L. x Ribes uva-crispa
L.).

Fresh strawberries (HS code(s): 081010); Fruits and derived
products (ICS code(s): 67.080.10)

DUS DARS 900:2024, Fresh strawberries — Specification,
First Edition

This Draft Uganda Standard applies to strawberries of varieties
(cultivars) grown from the genus Fragaria L. to be supplied
fresh to the consumer, strawberries for industrial processing
being excluded.

Fresh apricots (HS code(s): 080910); Fruits and derived
products (ICS code(s): 67.080.10)

DUS DARS 894:2024, Fresh apricots — Specification, First
edition

This Draft Uganda Standard applies to apricots of varieties
(cultivars) grown from Prunus armeniaca L. and inter-specific
hybrids derived from apricot (Prunus armeniaca) and plums
(Prunus domestica or Prunus salicina) showing apricot
characteristics to be supplied fresh to the consumer, apricots
for industrial processing being excluded.

1-Bromopropane (1-BP); Environmental protection (ICS
code(s): 13.020); Air quality (ICS code(s): 13.040);
Occupational safety. Industrial hygiene (ICS code(s): 13.100);
Domestic safety (ICS code(s): 13.120); Production in the
chemical industry (ICS code(s

1-Bromopropane (1-BP); Regulation Under the Toxic
Substances

Control Act (TSCA)

Proposed rule - The Environmental Protection Agency (EPA
or Agency) is proposing to address the unreasonable risk of
injury to human health presented by 1-bromopropane (1-BP)
(CASRN 106-94-5), also known as n-propyl bromide, under
its conditions of use as documented in EPA's August 2020
Risk Evaluation for 1-BP and the December 2022 Revised
Risk Determination for 1-BP prepared under the Toxic
Substances Control Act >TSCA). 1-BP is a widely used
solvent in a variety of occupational and consumer applications,
including vapor degreasing, aerosol degreasing, adhesives and
sealants, and in insulation. EPA determined that 1-BP presents
an unreasonable risk of injury to health due to the significant
adverse health effects associated with exposure to 1-BP,
including neurotoxicity, developmental toxicity from acute
and chronic inhalation exposures and dermal exposures, and
cancer from chronic inhalation exposures. TSCA requires that
EPA address by rule any unreasonable risk of injury to health
or the environment identified in a TSCA risk evaluation and
apply requirements to the extent necessary so the chemical no
longer presents unreasonable risk. To address the identified
unreasonable risk, EPA is proposing requirements to, among
other things, prevent consumer access to the chemical, restrict
the industrial and commercial use of the chemical while also
allowing for a reasonable transition period where an industrial
and commercial use of the chemical is being prohibited, and
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protect workers from the unreasonable risk of 1-BP while on
the job.

Substances used in the production of organic crops, livestock,
and products; Quality (ICS code(s): 03.120); Plant growing
(ICS code(s): 65.020.20); Animal husbandry and breeding
(ICS code(s): 65.020.30); Processes in the food industry (ICS
code(s): 67.020

National Organic Program: 2025 Sunset Review and
Substance

Renewals

2025 sunset review and substance renewals - This document
announces the renewal of 47 substances listed on the National
List of Allowed and Prohibited Substances within the U.S.
Department of Agriculture's (USDA) organic regulations. This
document reflects the outcome of the 2025 sunset review
processes and addresses recommendations submitted to the
Secretary of Agriculture, through the USDA's Agricultural
Marketing Service (AMS), by the National Organic Standards
Board (NOSB)
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