Predpisy notifikované v Dohode o technickych prekazkach obchodu (TBT WTO)

28. tyzden roku 2024

Cislo/Datum Notifikujica  Charakteristika notifikacie Pripomienkova
strana doba
G/TBT/N/IND/330 India Room Air Conditioners (Split/Window)

08/07/2024

G/TBT/N/JAM/123
08/07/2024

G/TBT/N/JAM/124
08/07/2024

Jamaica

Jamaica

No. BEE/S&L/AC/37/2023-24 Bureau of Energy
Efficiency (Particulars and Manner of their Display on
Labels of Room Air Conditioners), Amendment
Regulation, 2024;

To direct display of particulars on label on Room Air
Conditioners as specified in the regulation.

sSingle use plastic straws made wholly or in part of
polyethylene or polypropylene Tariff classification 3924
1020 10

*Single use plastic bag made wholly or in part of
polyethylene or polypropylene of the following dimensions:
024" x 24" and 0.03mm thickness Tariff classification 3923
2900 10

024" x 24" and 0.06mm thickness Tariff classification 3923
2900 90

vackaging made wholly or in part of expanded
polystyrene foam Tariff classification 3923 9090 10

THE TRADE (PLASTIC PACKAGING MATERIALS
PROHIBITION) ORDER, 201

The Trade (Plastic Packaging Materials Prohibition) Order,
2018, issued under Jamaica's Trade Act, prohibits the import
and distribution of specific types of single-use plastics in
commercial quantities effective January 1, 2019. Single-
use plastics include bags, expanded polystyrene foam
packaging, and certain drinking straws made from specified
materials. Exemptions until January 2021 include plastics
imported before January 2019, those necessary for public
health and food safety compliance, medical purposes,
personal luggage use, and straws for persons with
disabilities. The Order clarifies that single use plastic
bags labelled as biodegradable, degradable, oxo-
degradable, photodegradable or compostable plastics are still
subject to the prohibition.

Single use plastic straws made wholly or in part of
polyethylene or polypropylene Tariff classification 3924
1020 10

sSingle use plastic bag made wholly or in part of
polyethylene or polypropylene of the following dimensions:
024" x24" and 0.03mm thickness Tariff classification 3923
2900 10

024" x 24" and 0.06mm thickness Tariff classification 3923
2900 90

packaging made wholly or in part of expanded
polystyrene foam Tariff classification 3923 9090 10

The Natural Resources Conservation Authority (Plastic
Packaging Materials Prohibition) Order, 2018;

The Natural Resources Conservation Authority (Plastic
Packaging Materials Prohibition) Order, 2018 prohibits the
manufacture and use of any single use plastic in commercial
quantities. starting January 1, 2019. Single use plastics
include bags, expanded polystyrene foam packaging, and
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certain drinking straws. Exceptions are allowed for health
and food safety packaging, personal effects, and drinking
straws for persons with disabilities. The Order clarifies
that single use plastic bags labelled as biodegradable,
degradable, oxo-degradable, photo degradable or
compostable plastics are still subject to the prohibition.

*Air conditioners for commercial use

*Refiigerator and fireezers for commercial use

Revision of the Ministerial ordinance and Notifications
under the Act on the Rational Use and Proper
Management of Fluorocarbons;

Establishment of the criteria under the Act on the Rational
Use and Proper Management of Fluorocarbons, i.e., the
Global Warming Potential (hereinafter "GWP") targets
which the products listed in item 4 must satisfy, and the fiscal
year targets by which the above GWP targets must be
satisfied.

Motor vehicles for the transport of goods, with only
compression-ignition internal combustion piston engine
"diesel or semi-diesel", of a gross vehicle weight <=5t (excl.
dumpers for off-highway use of subheading 8704.10 and
special purpose motor vehicles of heading 8705) (HS
code(s): 870421); -Other trailers and semi-trailers for the
transport of goods: (HS code(s): 87163)

Technical Regulation for Tanks —Part 3: Natural Gas
Tankers;

This regulation aims to specify the basic requirements
for natural gas transport tanks; Covered in the scope of this
regulation, and specifying the conformity assessment
procedures that suppliers must adhere to, in order to ensure
the conformity of this product, and to preserve the health and
safety of road users.

Radio-frequency (RF) devices; Product and company
certification. Conformity assessment (ICS code(s):
03.120.20); Radiocommunications (ICS code(s): 33.060)
Promoting the Integrity and Security of
Telecommunications Certification Bodies,
Measurement Facilities, and the Equipment
Authorization Program;

Proposed rule -In this document, the Federal
Communications Commission (Commission, FCC)
proposes to strengthen requirements and oversight relating
to  telecommunications  certification  bodies and
measurement facilities to help ensure the integrity of
these entities for purposes of the equipment authorization,
to better protect national security, and to advance the
Commission's comprehensive strategy to build a more
secure and resilient communications supply chain.

Products of animal origin, n.e.s., dead animals, unfit for
human consumption (excl. fish, crustaceans, molluscs or
other aquatic invertebrates) (HS code(s): 051199)
SDA/MAPA Ordinance No. 1.139, 4 July 2024;
SDA/MAPA Ordinance that establishes procedures for
registration, control and inspection of animal semen sexing
laboratories (LSSA).

06/09/2024

06/09/2024

03/10/2024
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G/TBT/N/CHL/691 Chile
10/07/2024

G/TBT/N/KOR/1217  Kaorea,
10/07/2024 Republic of

G/TBT/N/KOR/1218 Kaorea,
10/07/2024 Republic of

G/TBT/N/KOR/1219  Kaorea,
10/07/2024 Republic of

Normative Instruction no. 35, 17 September 2007, published
in the Official Gazette on 19 September 2007, Section 1, is
revoked.

Miel de palma

CONSULTA PUBLICA DE MODIFICACION DEL
DECRETO SUPREMO N°977/96, MINISTERIO
SALUD, REGLAMENTO SANITARIO DE LOS
ALIMENTOS, titulo XVII DE LOS AZUCARES Y DE
LA MIEL, Parrafo ii DE LOS JARABES Y PARRAFO
III De LA MIEL, ARTICULOS 391, 393,393 BIS Y 394.;
La presente propuesta tiene por objetivo implementar parte
de la Ley 21.489 de Promocion, Proteccion y Fomento de la
Actividad Apicola, homologar conceptos, corregir la
clasificacion de la denominada "miel de palma", para la
implementacion de la Ley 21.489, es necesario modificar el
Reglamento Sanitario de los Alimentos, en su Titulo XVII
De los Aztcares y de la Miel, Parrafoll De los jarabes
y Parrafo III De la Miel.

Medicinal Products

Proposed partial amendments to the *Regulation on
Good manufacturing Practices for Medicinal Products;
The proposed amendments to the "Regulation on Good
Manufacturing Practices for Medicinal Products" are as
follows:

-Enhancement of the procedures for certification of GMP
compliance and management system for validity period , etc.

Medicinal Products, Pharmaceuticals

Proposed partial amendments to the ""Regulation on the
Registration of Drug Substance

The proposed amendments to the "Regulation on the
Registration of Drug Substance" are as follows:

A. to clarify the expert in the medicine and pharmacy who
reviewed translated documents for registration of drug
substance and allow English translation of submitted
documents written in other foreign languages. (Article 3 of
the draft)

B. to simplify the requirement for registration of drug
substance by replacing Good Manufacturing Practice
(GMP) inspection with submission of a GMP certificate and
modify the relevant provisions (Article 4 and 5 of the draft
and Annex 2)

Medicinal Products, Pharmaceuticals

Proposed partial amendments to the '"Regulation on
Safety of Pharmaceuticals, etc.";

The proposed amendments to the "Regulation on Safety
of Pharmaceuticals, etc." are as follows:

A. Simplification of submission for Good Manufacturing
Practice (GMP) conformity assessment (Article 4, 48-bis of
the draft, and attached Form 4)

-11  GMP submission requirements for Marketing
Authorization will be simplified into 4 requirements
including site master file, and inparticular, for an imported
API (biological product is excluded), the submission can be
replaced with an internationally harmonized GMP
certificate.

08/09/2024

08/09/2024

08/09/2024

08/09/2024
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G/TBT/N/THA/740
10/07/2024

Mexico

Thailand

B. Simplification of API registration requirement (Article
15, 17 of the draft, attached Form 16 and 17)

-Existing API registration requirement, manufacturer 's
certificate of origin or GMP conformity assessment, will
be replaced with an internationally harmonized GMP
certificate.

C. Improvement of verification ¢ inspection for extension
of GMP certificate validity (Article 48-quarter of the draft)
-A verification ¢ inspection will be improved to extend the
GMP certificate validity by verifying or inspecting by means
other than on-site inspection, if the Minister of Food and
Drug Safety recognizes that, for the reason including no
history of significant change within the manufacturing site,
as well as no natural disaster.

Motores nuevos incorporados o a ser instalados en
magquinaria movil nueva no de carretera, que usan diésel
como combustible.

Proyecto de Norma Oficial Mexicana PROY-NOM-174-
SEMARNAT-2024, Limites maximos permisibles de
emision de contaminantes provenientes delescape de
los motores nuevos incorporados o0 a ser instalados
en maquinaria movil nueva no de carretera, que usan
diésel como combustible.;

*El presente Proyecto de Norma Oficial Mexicana tiene por
objeto establecer los limites maximos permisibles de
emision de monodxido de carbono (CO), hidrocarburos
(HC), hidrocarburos no metano (HCNM)), hidrocarburos mas
oxidos de nitrogeno (HC+NOx), hidrocarburos no metano
mas oxidos de nitrogeno (HCNM+NOx) o6xidos de
nitrogeno (NOx) y particulas (MP), provenientes del
escape de motores nuevos incorporados o a ser instalados en
maquinaria movil nueva no de carretera, que usan diésel
como combustible.

*Este Proyecto de Norma Oficial Mexicana es aplicable en
todo el territorio nacional y es de observancia obligatoria
para los fabricantes e importadores de motores nuevos
incorporados o a ser instalados en maquinaria movil
nueva no de carretera, asi como para la maquinaria movil
nueva no de carretera de régimen variable que usan diésel
como combustible y que cuentan con una potencia neta entre
19 y 560 kilowatts, equipados con este tipo de motores.

*Se excluyen del campo de aplicacion de este Proyecto de
Norma Oficial Mexicana, aquellos motores destinados a la
generacion de energia eléctrica, asi como los que se
utilicen para la propulsion de locomotoras y equipos
ferroviarios que se desplacen sobre rieles, embarcaciones y
aeronaves.

*Se excluyen del campo de aplicacion de este Proyecto de
Norma Oficial Mexicana, la maquinaria destinada al sector
agricola.

Hazardous Substances

Notification of the Ministry of Public Health on
theDetermination of the Level of Active Ingredients of
Hazardous Substances under the Responsibility of the
Food and Drug Administration that are considered
Counterfeit Hazardous Substances B.E. 2567 (2024)

This  Notification determines that the hazardous
substances, under the responsibility of the Food and Drug

08/09/2024
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G/TBT/N/THA/741
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G/TBT/N/THA/742
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Thailand

Thailand

Administration are considered counterfeits hazardous
substances if such hazardous substances contain active
ingredients less than 20 percent from the lowest levels or
more than 20 percent from the highest levels of the allowed
deviated levels of active ingredients, designated in the
Notification of the Ministry of Public Health Re: Tolerance
for the Deviations of Active Ingredients in Hazardous
Substances.

Hazardous Substances

Draft Notification of the Ministry of Public Health
RE: Criteria, Methods and Conditions for Exemption
from Compliance with the HazardousSubstances Act
B.E. 2535 (1992) for Hazardous Substances; under the
Responsibility of the Food and Drug Administration;
which are intended to be used for the Education,
Testing, Analysis, Research and Development B.E. ....;
The importation of hazardous substances for educational,
testing, analytical, research, and development purposes
(excluding consumer satisfaction studies) is exempt from
certain requirements under the Hazardous Substances Act
B.E. 2535(1992), as outlined in this draft notification.

To obtain an exemption, the importer must submit the
form and relevant documents using the FDA's electronic
system as the primary route of submission before importing
the substances. The form, signed by the authorities,
serves as proof of exemption for both the importer and the
possessor of the hazardous substances.

Hazardous Substances

Draft Notification of the Ministry of Public Health RE:
Exemption of Imports from Compliance with the
Hazardous Substances Act B.E. 2535 (1992) regarding
Notification of Action, Request for Permission and
Registration of Hazardous Substances under the
Responsibility of the Food and Drug Administration (No.
.)B.E. ....;

This draft notificationwill repeal certain clauses regarding
the exemptions for performing certain activities required by
law for importation of hazardous substances intended for
education and research purposes (excluding commercial
purposes) in the "Notification of the Ministry of Public
Health RE: Exemption of Imports from Compliance with
the Hazardous Substances Act B.E. 2535 (1992)
regarding the Notification of Action, Request for Permission
and Registration of Hazardous Substances under the
Responsibility of the Food and Drug Administration B.E.
2548 (2005)".

Such exemptions will be enforced under the "(Draft)
Notification of the Ministry of Public Health RE: Criteria,
Methods and Conditions for Exemption from Compliance
with the Hazardous Substances Act B.E. 2535 (1992)
forHazardous Substances; under the Responsibility of the
Food and Drug Administration; which are intended to be
used for the Education, Testing, Analysis, Research and
Development B.E. ...".

Applications submitted prior to the effective date of this
notification are subject to be considered as exempted
imports according to the "(Draft) Notification of the Ministry
of Public Health RE: Criteria, Methods and Conditions for

08/09/2024
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Thailand

Exemption from Compliance with the Hazardous Substances
Act B.E. 2535 (1992) for Hazardous Substances; under the
Responsibility of the Food and Drug Administration; which
are intended to be used for the Education, Testing, Analysis,
Research and Development B.E. ....".

Herbal products

Draft Notification of the Herbal Product Committee
Re: The Quality Control Methods and Specifications
of Herbal Product and the Criteria, Procedures and
Conditions for the Issuance of Certificate of Analysis of
Herbal Products(3rd edition) B.E....;

Amendments to the Notification of the Herbal Product
Committee Re: The quality control methods and
specifications of herbal product and the criteria, procedures
and conditions for the issuance of certificate of analysis
of herbal products B.E. 2564 (2021)are made to revise as
follows;

*Clause 2 This notification shall come into force as from the
day following the date of its publication in the Government
Gazette.

*Clause 3 The text stated in Clause 4 of the Notification
of the Herbal Product Committee Re: The quality control
methods and specifications of herbal product and the
criteria, procedures and conditions for the issuance of
certificate of analysis of herbal products B.E. 2564 (2021)
shall be repealed and replaced with the following text:
"Clause 4 The quality control methods and specifications of
herbal products shall comply with the following criteria:

(1) The testing parameters for each dosage form shall be in
accordance with Annex 1 to this Notification.

(2) The test method for each type of testingparameters
according to (1) shall be in accordance with Annex 2 to
this Notification.

(3) The acceptance criteria for each testing parameter
according to (1), shall be inaccordance with Annex 2 and
3 to this Notification.

A Certificate of analysis of herbal product according to
Clause 3 shall be issued in consequence ofthe testing
reports conducted and issued by laboratories or organizations
as specified in Clause 5 or Clause 6 of this Notification"
*Clause 4 The text stated in Clause 5 of the Notification
of the Herbal Product Committee Re: the quality control
methods and specifications of herbal product and the
criteria, procedures and conditions for the issuance of
certificate of analysis of herbal products B.E. 2564 (2021)
shall be repealed and replaced with the following text:
"Clause5 Testing reports of the testing parameters on
microbial contamination, heavy metals, assay and others
shall be conducted and issued by one of the following
laboratories or organizations:

(1)Department of Medical Sciences or Regional Medical
Sciences Center

(2) Department of Science Service (DSS)

(3) ISO/IEC 17025 Accredited Laboratory

(4)A Laboratoryin a licensed manufacturing facility
according to the Herbal Product Act B.E. 2562 (2019).

(5)A laboratoryina licensed manufacturing facility according
to the Drug Act B.E. 2510 (1967) and its amended version.
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(6) Other laboratories granted by the Thai Food and Drug
Administration.

In case of necessity, the testing reports from (3) to (6) may
include the submission of additional descriptions of methods
and method validation reports.

*Clause 5 The text stated in Clause 6 ofthe Notification
of the Herbal Product Committee Re: The qualitycontrol
methods and specifications of herbal product and the
criteria, procedures and conditions for the issuance of
certificate  of analysis of herbal products B.E. 2564
(2021)shall be repealed.

*Clause 6 The text stated in the second paragraph of Clause
7 of the Notification of the Herbal Product Committee
Re: the quality control methods and specifications of
herbal product and the criteria, procedures and conditions for
the issuance of certificate of analysis of herbal products B.E.
2564 (2021) shall be repealed and replaced with the
following text:

"A Certificate of analysis of herbal productaccording to
paragraph one shall be issued in consequence of the testing
reports conducted and issued by the laboratories or
organizations as specified in Clause 5 of this Notification™
*Clause 7 Annex 1 of the Notification of the Herbal Product
Committee regarding the quality control methods and
specifications of herbal products, and the criteria,
procedures, and conditions for the issuance of a certificate of
analysis of herbal products B.E. 2564 (2021), shall be
repealed and replaced with Annex 1 of this Notification.
*Clause 8 Annex 2 of the Notification of the Herbal
Product Committee Re: the quality control methods and
specifications of herbal product and the criteria,
procedures and conditions for the issuance of certificate
of analysis ofherbal products B.E. 2564 (2021) shall be
repealed and replaced with Annex 2 of this Notification.

Herbal products

Draft Notification of the Ministry of Public Health Re:
List of Textbooks on Herbal Products

Amendments to the Notification of the Ministry of Public
Health Re: List of Textbooks on Herbal Products B.E. 2565
(2022) are made to revise as follows;

*Clause 2 This notification shall come into force as from the
day following the date of its publication in the Government
Gazette.

*Clause 3 The text stated in (3.3) of Clause 3 of the
Notification of the Ministry of Public Health Re: List of
Textbooks on Herbal Products B.E. 2565 (2022) shall be
repealed and replaced with the following text:

"Thai Herbal Preparation Pharmacopoeia 2022 or the latest
version"

*Clause 4 The text stated in (3.4) of Clause 3 of the
Notification of the Ministry of Public Health Re: List of
Textbooks on Herbal Products B.E. 2565 (2022) shall be
repealed and replaced with the following text:

"(1) Thai Herbal Pharmacopoeia 2021 and Supplements or
the latest version."

*Clause 5 The text stated in (3.5) of Clause 3 of the
Notification of the Ministry of Public Health Re: List of
Textbooks on Herbal Products B.E. 2565 (2022) shall be
repealed and replaced with the following text:

08/09/2024
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"(1) Thai Pharmacopoeia II, Volume 1, Part 1 and
Supplements or the latest version.

(2) The Eleventh Edition of International Pharmacopoeia,
2022 online edition and Supplements or the latest version.
(3) The United States Pharmacopeia and The National
Formulary, 2024, online edition or the latest version.

(4) British Pharmacopoeia 2024 Volume | -V or the latest
version.

(5) The Eleventh Edition of The European Pharmacopoeia,
2023 and Supplements or the latest version."

*Clause 6 The following text shall be added as Clause 4 of
the Notification of the Ministry of Public Health Re: List
of Textbooks on Herbal Products B.E. 2565 (2022), dated
3 February B.E. 2565 (2022)

"In case of the availability of online edition of textbooks as
stated in Clause 3, it shall be acceptable as textbooks on
herbal products”

MISCELLANEOUS CHEMICAL PRODUCTS (HS
code(s): 38); Chemical technology (ICS code(s): 71)
DUS 2403:2024, Standard test method for analysis of
engine coolant for chloride and other anions by ion
chromatography, Second Edition.;

This Draft Uganda Standard covers the chemical analysis
of engine coolant for chloride ion by high-performance ion
chromatography (HPIC). Several other common anions
found in engine coolant can be determined in one
chromatographic analysis by this test method. This test
method is applicable to both new and used engine coolant.
Coelution of other ions may cause interferences for any of
the listed anions. In the case of unfamiliar formulations,
identification verification should be performed by either
or both fortification and dilution of the sample matrix with
the anions of interest. Analysis can be performed directly by
this test method without pretreatment, other than dilution, as
required by the linear ranges of the equipment.

Chemical products

Resolution of the Cabinet of Ministers of Ukraine No
736 "On Approval of the Procedure for the
Establishment and Administration of the Chemical
Safety Information System' of 21 June 2024;

This Procedure outlines the process for establishing,
administration and functioning the Chemical Safety
Information System, which is maintained as an electronic
database in order to ensure proper accounting, reporting,
aggregation and analysis of information in the field of
chemical safety and chemical product management,
provision of electronic public services, maintenance and
publishing of registers and lists, as well as ensuring
information exchange between entities involved in chemical
safety and chemical product management.The Chemical
Safety Information System enables business entities to
submit documents electronically to obtain permits. Its
administrative services subsystem provides electronic public
services, including the state registration of chemicals. This
subsystem ensures the receipt of applications and attached
documents in the form of a technical dossier, verification
of the completeness of the information provided, assignment

08/09/2024
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of registration numbers and dates, and recording of relevant
data in the State Register of Chemicals.

Suelas Bajo Durmientes a emplearse en las vias férreas para
la prestacion del servicio publico de transporte ferroviario
de pasajeros

PROYECTO de Norma Oficial Mexicana PROY-NOM-
011-ARTF-2024, Especificaciones de las suelas bajo
durmientes de concreto.;

El presente Proyecto de Norma Oficial Mexicana tiene por
objetivo establecer las especificaciones minimas y
criterios generales de evaluacion a considerar en las
pruebas que determinan la calidad de las Suelas Bajo
Durmientes a emplearse en las vias férreas para la
prestacion del servicio publico de transporte ferroviario
de pasajeros. Es aplicable en los Estados Unidos Mexicanos
y los sujetos obligados a su cumplimiento son todas las
personas fisicas y morales que participan directa o
indirectamente dentro del Sistema Ferroviario Mexicano,
incluyendo sin limitacion a los concesionarios,
asignatarios y permisionarios, que para el desarrollo de
nuevos proyectos contemplen dentro del proyecto ejecutivo
la utilizacion de Suelas Bajo Durmientes. Asimismo, el
proyecto de norma procura los siguientes Objetivos
Legitimos de Interés Publico:

La seguridad nacional.

Las obras y servicios publicos.

La seguridad vial.

Self-produced  alcoholic  beverages  (farm  sales
authorisation) Small-scale production of alcoholic
beverages (farm sales authorisation)

Proposal for an act amending the Alcohol Act
(2010:1622)(Forslag till lag om #dndring i alkohollagen
(2010:1622));

The proposal is that a provision be introduced in Chapter
5, Section 2, second paragraph, of the Alcohol Act that
allows a person with farm sales authorisation to retail self-
produced alcoholic beverages pursuant to the provisions in
the Alcohol Act's proposed new Chapter 5a on farm
sales. The new Chapter 5a includes provisions on
requirements and conditions to be granted authorisation
for farm sales. Farm sales authorisation can only be
granted to independent manufacturers that professionally
produce alcoholic beverages  themselves. The
manufacturers' annual production rates cannot exceed 75
000 litres of spirit drinks, 400 000 litres of fermented
alcoholic beverages of up to 10 per cent alcohol by volume,
or 200 000 litres fermented alcoholic beverages of more than
10 per cent alcohol by volume. Manufacturers of wine should
also produce their wine exclusively from grapes from their
own vines. Farm sales may only be conducted from a
commercial site, which is the location where the majority of
the alcoholic beverages were produced. The commercial site
for wine manufacturers could alternatively be the location
where the majority of the grapes were grown. Farm sales are
only permitted to consumers who take part in visits
arranged by the permit holder in relation to the relevant
alcoholic beverage. The visit must be conducted in close
proximity to the commercial site. The visit must have an
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United
Kingdom

educational component, and be of a certain duration and
offered to consumers for a fee. For farm sales, the sales to
each individual consumer on each visit may not exceed
0.7 litres of spirit drinks, 3 litres of wine, 3 litres strong
beeror 3 litres of other fermented alcoholic beverages. The
price of the alcoholic beverages and the visit may not be
lower than the cost of production and prime cost respectively,
in addition to a reasonable mark-up. Furthermore, Chapter 5a
includes provisions on the permit procedure, self-
monitoring and submission of information, permit time
restrictions, limited times of sale and requirements for
information on the harmful effects of alcohol.

In Chapter 8, Section 7, second paragraph, of the Alcohol
Act, the proposal states that those who have farm sales
authorisation be allowed to offer tastings of the self-produced
alcoholic beverages. In Chapter 9 of the Alcohol Act, the
proposal states that certain rules on monitoring should apply
to farm sales as well. The general provisions on age limits and
criminal liability in the Alcohol Act also apply to farm
sales.Unofficial translations will be available via the EU
TRIS-database™  https://technical-regulation-information-
system.ec.europa.eu/sv/notification/26051

Herbal products

Draft Notification of the Herbal Product Committee Re:
The Criteria, Procedures and Conditions for a Display
of Herbal Product Name for the Application of
Product Registration, Notification or Listing as well as
the Display of Herbal Product Labels and Package
Inserts B.E.....;

This draft notification is proposed to revise the Notification
of the Herbal Product Committee Re: The Criteria,
Procedures and Conditions for a Display of Herbal Product
Name for the Application of Product Registration,
Notification or Listing as well asthe Display of Herbal
Product Labels and Package Inserts B.E. 2564 (2021). The
amendment includes criteria for naming herbal products, and
labelling and package insert requirements for herbal
products.

HS 24.04 Products containing tobacco, reconstituted
tobacco, nicotine, or tobacco or nicotine substitutes,
intended for inhalation without combustion; other
nicotine containing products intended for the intake of
nicotine into the human body -products intended for
inhalation without combustion.

*Nicotine-containing  disposable electronic  cigarettes
(HS 2404.12 -Other, containing nicotine)

*Non-nicotine containing disposable electronic cigarettes
(HS 2404.19 —Other)

The Environmental Protection (Single-use Vapes)
Regulations (Northern Ireland) 2024;

These regulations will apply to all businesses that operate in
Northern Ireland.These regulations will introduce a ban on
the sale and supply of:

ssingle-use electronic cigarettes that are not rechargeable,
not refillable or are neither rechargeable nor refillable.
esingle-use electronic cigarettes retaining both nicotine
containing  e-liquid and non-nicotine containing e-
liquid. The restriction will not apply to devices that are both:
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Brazil

European
Union

Russian
Federation

Russian
Federation

(1) refillable and contain a single-use container which is
separately available and can be replaced by an individual
user in the normal course of use, or a container which can be
refilled by an individual user in the normal course of use.
(2) and that are rechargeable within the meaning of the
definition in the regulation.Breach of these prohibitions
will be an offence under the regulations. The regulations
confer powers on enforcement authorities to investigate
offences under the regulations, which may then be referred
for criminal prosecution.

Cheese and curd (HS code(s): 0406); Cheese (ICS code(s):
67.100.30)

Ordinance No. 262, 9 July 2024;

Proposes the indication of the net quantity of pre-
packaged meat products and cheeses and curds, which
can't have their quantities standardized and/or which may
lose weight significantly -Consolidated.The  Inmetro
Ordinance n® 340, 9 August 2021 published in the Official
Gazette of the Union on 11 August 2021, Section 1, page
39 are revoked.

Construction products

DraftCommission Delegated Regulation supplementing
Regulation (EU) No 305/2011 of the European
Parliament and of the Council by establishingthreshold
levels and classes of performance for permanent anchor
devices and safety hooks

Establishment of threshold levels and classes for
permanent anchor devices and safety hooks

Medical products

Draft amendments to the Rules for Marketing
Authorization and Assessment of Medicinal Products
for Human Use http://docs.eaeunion.org/ria/ru-
ru/0106768/ria_ 26062024

The draft Decision envisages updating the text of the
Marketing Authorization and Assessment of Medicinal
Products for Human Use, taking into account the experience
of their enforcement, improving the classification of
changes to the registration dossier of a medicinal product,
detailing the requirements and number of documents
submitted by the applicant as part of the amendment
procedure; optimizing administrative procedures related to
this procedure

Medical products

Draft amendments to the Requirements for the
Medication Guide and Summary of Product
Characteristics of Medicinal Products for Human Use
https://docs.eaeunion.org/ria/ru-
ru/0106779/ria_04072024

The draft Decision provides for updating the text of the
Requirements for the Medication Guide and Summary of
Product Characteristics of Medicinal Products for Human
Use taking into account the low enforcement practice of the
Requirements concerning:

-optimization of user's testing of the medication guide of
medicinal products for human use,
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-updating templates for filling out the medication guide
and summary of product characteristics of medicinal
products for human use.

Special class rotorcraft; Aircraft and space vehicles in
general (ICS code(s): 49.020)

Draft Policy Statement on Special Class Rotorcraft;
Notice of availability; request for comments -The FAA
invites public comment on the agency's draft policy
statement PS-AIR-21.17-02, "Special Class Rotorcraft."
This proposed policy would identify certain rotorcraft as
special class.
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