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02. Unlocking Market Access

Why choose C2P?

✓ Stay ahead of regulatory changes with 
the world's most comprehensive 
regulatory database

✓ Avoid delays with alerts of changes to 
regulations & requirements in real time

✓ Improve efficiency with powerful 
collaboration and workflow tools to 
keep compliance evidence up-to-date & 
live linked back to Regulations, Standards 
& Requirements

Contact us to speak to one of our team today 
to learn how you can simplify your regulatory 
compliance process. 

For more information, please visit 
http://www.complianceandrisks.com

Our solution includes:

● C2P The most advanced product 
compliance and corporate sustainability 
software on the market, helping you 
streamline your compliance process and 
unlock market access around the world.

● Regulatory Content: We provide the 
broadest and most comprehensive 
product compliance regulatory content 
on the market, monitoring 195+ countries, 
20 industry sectors, 45 topics and 
100,000+ regulatory sources.

● Ask our Experts: Direct access to our 
team of experts for support

Additionally, we offer:

✓ Market Access Services: Our Market 
Access team helps you understand your 
product compliance obligations by 
transforming regulations into actionable 
knowledge with tailored advice for you 
and your business.

Compliance & Risks empowers global enterprises to unlock market access and confidently 
navigate regulatory complexity. With a 20-year legacy in regulatory intelligence, we help 
beloved global brands manage product and corporate sustainability obligations, 
transforming compliance into a force multiplier for enterprise growth.

Important Notice: All information provided by Compliance & Risks Limited and its contributing researchers in this report is provided for strategic and informational purposes only and should 
not be construed as company-specific legal compliance advice or counsel. Compliance & Risks Limited makes no representation whatsoever about the suitability of the information and 
services contained herein for resolving any question of law. Compliance & Risks Limited does not provide any legal services.

© 2025 Compliance & Risks Limited. All rights reserved
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03. Introduction

The European Union EU In Vitro Diagnostic Regulation 2017/7461 IVDR, became applicable on 26 May 2022 and 
introduced important changes to the regulation of in vitro diagnostic medical devices IVDs across the EU. 

Per- and polyfluoroalkyl substances PFAS) remain a top regulatory priority worldwide 
due to their persistence, mobility, and risks to human health and the environment.

While U.S. and EU actions often draw the most attention, international conventions and national 
measures outside these regions continue to set important precedents. 

In the last two quarters of 2025, several key developments have reshaped the global PFAS 
landscape: the Stockholm Convention adopted decision SC12/1, adding long-chain 
perfluorocarboxylic acids LCPFCAs), their salts, and related compounds to Annex A; Israel 
advanced draft regulations to implement the Convention domestically; Taiwan expanded the 
scope of PFAS subject to control and announced a new draft on PFAS management measures; 
Canada added fluoropolymers to its CEPA priority plan; Vietnam passed a new Chemicals Law 
introducing special control measures for certain PFAS; Singapore enforced new hazardous 
substances regulations covering LCPFCAs; and Japan proposed to expand the scope of PFAS 
subject to control under its Chemical Substances Control Law. 

Collectively, these milestones signal a continued global trend toward strengthening PFAS 
controls and expanding the regulatory scope in line with international conventions.

https://www.complianceandrisks.com/
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Stockholm Convention on Persistent 
Organic Pollutants POPs

The Stockholm Convention is a global treaty 
aimed at protecting human health and the 
environment from persistent organic 
pollutants POPs - chemicals that remain in 
the environment for long periods, 
bioaccumulate in living organisms, and pose 
significant risks to both human health and 
ecosystems. Several PFAS have been added 
to the list of POPs under the Convention due 
to their hazardous properties:

● In 2009, perfluorooctanesulfonic 
acid PFOS, its salts, and 
perfluorooctane sulfonyl fluoride 
PFOSF were added to Annex B, 
which restricts the production and 
use of these chemicals, with certain 
exemptions allowed.

● In 2019, perfluorooctanoic acid 
PFOA, its salts, and PFOA-related 
compounds were added to Annex A, 
which requires the elimination of 
production and use, with some 
exemptions.

04. PFAS Regulations Globally 
Excluding the U.S. and EU

The European Union EU In Vitro Diagnostic Regulation 2017/7461 IVDR, became applicable on 26 May 2022 and 
introduced important changes to the regulation of in vitro diagnostic medical devices IVDs across the EU. 

● In 2022, perfluorohexanesulfonic 
acid PFHxS, its salts, and 
PFHxS-related compounds were 
added to Annex A.

● In May 2025, the Conference of the 
Parties adopted Decision SC12/12 
(pending entry into force) adding 
long-chain perfluorocarboxylic 
acids LCPFCAs), their salts, and 
related compounds in Annex A, 
which requires the elimination of 
production and use, with some 
exemptions.

The Secretariat, in consultation with the 
POPs Review Committee, maintains an 
updated list of substances covered by listing 
of PFHxS, its salts and PFHxS-related 
compounds as well as PFOA, its salts and 
PFOA-related compounds, which can serve 
as a valuable resource for companies.

4.1. World – International Frameworks

https://www.complianceandrisks.com/
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Rotterdam Convention – Prior 
Informed Consent PIC

The Rotterdam Convention facilitates the 
regulation of hazardous chemicals in 
international trade through the Prior Informed 
Consent PIC) procedure, ensuring that 
countries can make informed decisions 
about the import and export of such 
substances. Chemicals included in Annex III 
of the Convention require explicit consent 
from importing nations before they can be 
traded. 

Several PFAS compounds have been listed 
under this framework:

● At the sixth meeting of the 
Conference of the Parties COP6) in 
2013, PFOS, its salts, and related 
derivatives such as perfluorooctane 
sulfonates, sulfonamides, and 
sulfonyls were added to Annex III 
under Decision RC6/7.

● At the tenth meeting of the 
Conference of the Parties COP10) in 
2022, PFOA, its salts, and 
PFOA-related compounds were also 
added to Annex III under Decision 
RC10/7.

OECD Guidance

The OECD Organization for Economic 
Co-operation and Development) has issued 
several guidelines and reports related to the 
regulation and management of PFAS. While 
the OECD itself does not enforce regulations, 
it provides internationally recognized 
guidance to help governments and industries 
manage PFAS risks.

https://www.complianceandrisks.com/
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4.2. Oceania

Substance Requirement Effective Date

Perfluorohexanesulfonic acid PFHxS, 
including its linear and branched isomers, 
their salts and any substance containing a 
linear or branched perfluorohexylsulfonyl 
moiety that can degrade to PFHxS.

Substances, mixtures, and articles: 

● PFHxS and its salts ≤ 0.025 
mg/kg; 

● PFHxS-related compounds ≤ 1 
mg/kg (each or sum)

In force since 
July 1, 2025

Perfluorooctanesulfonic acid PFOS, 
including any of its branched isomers, its 
salts, perfluorooctanesulfonyl fluoride, and 
any substance containing a linear or branched 
perfluorooctanesulfonyl moiety and capable 
of degrading to PFOS (linear or branched).

Substances, mixtures, and articles: 

● PFOS and its salts ≤ 0.025 
mg/kg; 

● PFOS-related compounds ≤ 1 
mg/kg (each or sum)

In force since 
July 1, 2025

Perfluorooctanoic acid PFOA, including any 
of its branched isomers, its salts and any 
related compound that contains a linear or 
branched perfluoroheptyl C7H15C) group and 
which can degrade to linear or branched 
PFOA.

Substances, mixtures, and articles: 

● PFOA and its salts ≤ 0.025 
mg/kg; 

● PFOA-related compounds ≤ 1 
mg/kg (each or sum)

In force since 
July 1, 2025

Australia

Australia regulates PFAS through a range of 
legislative instruments to manage their 
import, manufacture, and use.

One of the key frameworks is the Industrial 
Chemicals Environment Management 
Register) Instrument 2022 IChEMS 
Register), which classifies chemicals based 
on their risk characteristics. In December 
2023, Australia amended this register by 
adding several PFAS-related chemicals to 
Schedule 7.  This includes PFOA, PFOS and 
PFHxS, along with related compounds.

The inclusion of these chemicals in Schedule 
7 of the IChEMS prohibits their import, 
manufacture, use, and export, with 
exceptions for unintentional trace 
contamination and for products in use prior 
to the effective date of the decision.

The amendment also sets limits on the 
allowable presence of these substances in 
mixtures and articles, as detailed below. The 
requirements entered into force on July 1, 
2025.

https://www.complianceandrisks.com/
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The Australian Industrial Chemicals 
Introduction Scheme AICIS plays a critical 
role in regulating PFAS chemicals. Importers 
and manufacturers (introducers) of these 
chemicals must comply with legal obligations 
under the Industrial Chemicals Act 2019. This 
includes registering their business and 
categorizing their chemical imports or 
manufacturing (introduction) activities before 
they can lawfully introduce these chemicals 
into Australia.

In April 2024, AICIS updated its 
categorization criteria to clarify which 
fluorinated chemicals pose the highest 
concern to human health and the 
environment. Under this update, fluorinated 
chemicals of highest concern are now 
defined as ‘designated fluorinated 
chemicalsʼ in the Industrial Chemicals 
General) Rules 2019. This new term 
captures a slightly different subset of 
fluorinated chemicals than those covered 
previously. The purpose of this amendment 
is to ensure that high-concern fluorinated 
chemicals cannot be categorized as 
exempted (very low risk) or reported (low 
risk) in the categorization process. In other 
words, the indicative human health and 
environmental risks for the introduction of a 
'designated fluorinated chemical' are always 
considered medium to high risk. As a result, 
the introduction of these chemicals is 
classified as an assessed introduction, 
meaning an assessment certificate from 
AICIS must be obtained before the chemical 
can be imported or manufactured.

Additionally, Australia enforces import and 
export controls on PFAS chemicals listed 
under the Rotterdam Convention. For 
chemicals subject to the Rotterdam 
Convention, such as PFOS and PFOA, prior 
authorization is required for import or export. 
Under the Industrial Chemicals Act 2019, any 
importer or exporter must obtain approval 
from AICIS before handling these chemicals. 
Non-compliance can result in penalties, and 
those seeking to import or export these 
chemicals must apply for annual 
authorisation, subject to a fee.

https://www.complianceandrisks.com/
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Furthermore, in January 2024, the 
Environmental Protection Authority EPA 
announced a ban on PFAS in cosmetic 
products, which will take effect by December 
31, 2026. These steps reflect New Zealandʼs 
commitment to reducing PFAS exposure and 
align with global efforts to phase out harmful 
substances in consumer and industrial 
products. By targeting key sources of 
contamination, New Zealand aims to protect 
both public health and the environment from 
the long-term effects of PFAS pollution.

New Zealand

New Zealand regulates PFAS under the 
Hazardous Substances and New Organisms 
Act HSNO, which serves as the country's 
legal framework for chemical management. 
The HSNO Act implements New Zealandʼs 
obligations under the Stockholm Convention 
by prohibiting the import, manufacture, use, 
and storage of persistent organic pollutants, 
with limited exceptions. PFAS compounds 
regulated as POPs are listed in Schedule 2A 
of the Act, including PFHxS, its salts and 
related compounds, PFOS and its 
derivatives, as well as PFOA, its salts, and 
related compounds. The Act defines POPs 
broadly to include not only the chemicals 
themselves but also mixtures and 
manufactured articles containing them, 
except when present in trace amounts as 
unintentional contaminants.

New Zealand ratified the Rotterdam 
Convention in 2003, requiring that exports of 
chemicals listed under the Convention 
receive prior consent from the importing 
country. Similarly, any proposed import of 
these chemicals into New Zealand requires 
government approval. Import decisions for 
hazardous substances, including Rotterdam 
Convention chemicals, are made under the 
HSNO Act, while export decisions fall under 
the Imports and Exports Restrictions) 
Prohibition Order No. 2 2004.

Beyond this legislative framework, New 
Zealand has taken additional measures to 
mitigate PFAS contamination in specific 
product categories. The country has 
implemented a phased ban on PFAS-based 
firefighting foams due to their environmental 
persistence and health risks. 

https://www.complianceandrisks.com/
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4.3. East Asia

China

Since 2023, China has included specific 
PFAS in the Catalogue of Commodities 
Prohibited from Import and Export, which 
serves as a tool for implementing both the 
Stockholm Convention and the Rotterdam 
Convention in the country. In June 2023, 
PFHxS, its salts, and related compounds 
were added to the prohibited import/export 
lists. Later, in December 2023, China further 
strengthened its PFAS regulations by adding 
PFOS and its salts, and PFOSF.

In addition to the import/export restrictions, 
China has included the same substances, as 
well as PFOA, its salts, and related 
compounds in the list of New Pollutants for 
Priority Control 2023 Edition), applying 
bans, restrictions and environmental risk 
control measures as follows, effective from 
March 1, 2023

● PFOS, its salts, and PFOSF
○ Production, processing, use, 

import, and export are 
completely prohibited (the 
import and export ban took 
effect from January 1, 2024; 
prior to that date, a 
clearance notification for 
environmental management 
on import/export of toxic 
chemicals was required).

● PFOA, its salts, and related 
compounds

○ New production is 
prohibited.

○ Processing and use are 
prohibited (with exceptions).

○ Import and export require 
prior clearance from 
environmental authorities.

● PFHxS, its salts, and related 
compounds

○ Production, processing, use, 
import, and export are 
completely prohibited.

PFOA and PFOS were also included in the 
Catalogue of Strictly Restricted Hazardous 
Chemical Substances 2023 Edition). 
Accordingly, importers and exporters of 
regulated PFAS are required to obtain a 
Clearance Notification for Environmental 
Management before importing/exporting 
these substances, which reiterates the 
environmental risk control measures 
contained in the Order on the List of New 
Pollutants for Priority Control 2023 Edition). 
However, as regards PFOS, from January 1, 
2024 the import and export of these 
substances have been completely banned, 
as already mentioned above.

In November 2023, the Solid Waste and 
Chemicals Management Technology Center 
published a reference list of PFOA-related 
substances, identifying 363 compounds 
subject to regulation under the Order on the 
List of New Pollutants for Priority Control 
2023 Edition) and the Catalogue of Strictly 
Restricted Hazardous Chemical Substances 
2023 Edition).

As the latest move in PFAS regulation, China 
launched a consultation in February 2025 to 
gather feedback from relevant units 
regarding the indicative lists for long-chain 
PFCAs, their salts and related compounds, 
as well as the updated lists for PFOA and 
PFHxS and their related compounds. The 
consultation, which closed on May 19, 2025, 
focused on the newly adopted inclusion of 
long-chain PFCAs and their salts in the 
Stockholm Conventionʼs Annex A and aimed 
to collect additional information and 
comments to support Chinaʼs compliance 
with the Conventionʼs obligations.

https://www.complianceandrisks.com/
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import can be found in the Import Clearance 
Procedures for Chemical Substances under 
CSCL, issued regularly by the Japanese 
Ministry of Economy, Trade and Industry 
METI) and last updated in February 2025. 
This document assists stakeholders in 
navigating import clearance procedures 
related to the Act and includes, among other 
details, a comprehensive list of restricted 
products and their corresponding HS codes 
Annex 2.

Japan continues to strengthen its PFAS 
regulations in alignment with the Stockholm 
Convention. In response to the 2022 decision 
at COP10, which added PFHxS, its salts, and 
related substances to Annex A Elimination), 
Japan proposed additional regulatory 
measures in August 2024 to further restrict 
these chemicals. The proposal, set to take 
effect in 2025, include a ban on the 
production and import of PFHxS-related 
substances, prohibition of non-essential 
uses, and import restrictions on products 
containing these substances, such as fire 
extinguishers, semiconductor agents, and 
water-repellent textiles.

On September 16, 2025, Japan released a 
new draft amendment to the Enforcement 
Ordinance of the CSCL and related 
regulations. Issued by the Ministry of Health, 
Labour and Welfare, METI, and MOE, the draft 
aims to add PFHxS-related compounds to 
the list of Class I Specified Chemical 
Substances. These include chemical 
substances containing a six-carbon 
tridecafluoroalkyl sulfonyl or sulfinyloxy group 
that can degrade to PFHxS or other 
perfluoroalkanesulfonic acids. The draft would 
prohibit the manufacture, import, and use of 
these PFHxS-related compounds, except 
where specifically permitted. It also prohibits 
the import of products containing these 
substances, including water- and oil-repellent 
textiles and clothing, floor coverings, 
semiconductor etching agents and resists, 
plating treatment agents, antireflection agents, 
and fire extinguishers/foams.

Japan

In Japan, the regulation of PFAS falls under 
the Chemical Substances Control Law 
CSCL. This law serves as a key instrument 
for implementing both the Stockholm 
Convention and the Rotterdam Convention in 
Japan and designates certain PFAS as Class 
I Specified Chemical Substances. The 
production, import, and use of Class I 
Specified Chemical Substances are 
prohibited in principle. However, essential 
uses may be allowed, but only with special 
permits. Additionally, the import of specific 
products listed under Government Order is 
prohibited if they contain these substances.

The following PFAS are currently classified 
as Class I Specified Chemical Substances 
under the CSCL

● PFOS or its salts
● PFOSF
● PFOA, its salts and related 

compounds
● PFHxS or its salts

Certain products are prohibited from import if 
they contain PFAS due to their environmental 
and health risks. For example, fire 
extinguishers and foam extinguishing agents 
are restricted because they can release 
harmful chemicals into water sources. 
Similarly, etching agents used in 
semiconductor manufacturing are banned to 
limit industrial emissions of PFAS. Everyday 
consumer goods are also affected, such as 
water- and oil-repellent treated fabrics, 
clothing, and paper, which are common in 
outdoor gear and packaging. Additionally, 
detergents, paints, varnishes, adhesives, and 
sealants face restrictions, as they contribute 
to long-term chemical persistence in homes 
and workplaces. Even insect repellents for 
termites and ants, as well as commercial 
photographic film and paper, are included in 
the ban, reflecting the broad scope of PFAS 
regulations.

More detailed information on the list of 
PFAS-containing products prohibited from 

https://www.complianceandrisks.com/
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Fire extinguishing products containing 
PFHxS-related substances would need to 
comply with separate technical handling 
standards. Additionally, the amendment 
removes the transitional exemption for 82 
fluorotelomer alcohol, which was previously 
permitted until December 3, 2025. If enacted, 
the amendment will enter into force in June 
2026, while the provisions ending the 
exemption for 82 fluorotelomer alcohol will 
take effect in December 2025. Public 
comments on the draft are open until 
October 15, 2025.

https://www.complianceandrisks.com/
https://www.complianceandrisks.com/


This update provided more precise chemical 
names, CAS numbers, and clarified the 
identification of specific substances as 
persistent pollutants. It also revised certain 
exemptions and their expiration deadlines to 
ensure that the regulations remain clear and 
precise. A key amendment introduced in 
Notice No. 2024186 clarified that substances 
listed in Annex A or Annex B of the Stockholm 
Convention are not considered persistent 
pollutants under the Act if they are present as 
unintentional trace impurities or by-products 
during manufacturing processes, as long as 
they do not exceed certain technical limits 
regarding impurity levels or removability. This 
ensures that the regulation focuses on 
intentionally manufactured substances, 
excluding by-products or trace impurities 
unless they exceed defined thresholds.

Reviewing the specific regulations under the 
POPs Control Act and Notice No. 2020191, 
we can see that Table 1 lists key entries for 
various PFAS substances. These include:

● Entry 200921 PFOS, its salts, and 
PFOSF, along with related 
compounds such as KPFOS, 
Li-PFOS, and others.

● Entry 201930 PFOA, its salts, and 
related compounds, including 353 
listed substances.

● Entry 202231 PFHxS, its salts, and 
related compounds, which includes 
147 listed substances.

Table 2 of the Notice provides further details 
on exemptions for PFOS, PFOA, and PFHxS. 
For PFOS Entry 200921, exemptions are 
granted for its use in fire-fighting foam already 
installed in mobile and fixed systems, with the 
phase-out deadline set for December 31, 
2026.

South Korea

South Korea regulates PFAS through the 
Persistent Organic Pollutants POPs Control 
Act, a regulatory framework that fulfills the 
country's obligations under the Stockholm 
Convention. This Act specifically governs the 
production, use, import, and export of 
substances listed in Annex A (prohibited) and 
Annex B (restricted) of the Stockholm 
Convention, while allowing certain 
exemptions under specific conditions.

A key part of enforcing this Act is Notice No. 
2020191, which provides detailed 
regulations for persistent pollutants, including 
the substances covered, the exemptions 
available, and how they are enforced. Over 
time, this Notice has been updated to 
address the regulation of PFAS and to ensure 
that South Korea is managing these 
substances effectively. The updates, along 
with clear deadlines and exemptions, have 
enabled South Korea to make progress 
toward eliminating harmful persistent 
pollutants while giving industries the time 
necessary to transition. These amendments 
reflect South Koreaʼs commitment to 
reducing the environmental and health risks 
associated with PFAS while balancing the 
needs of its industries.

A significant update occurred on June 9, 
2023, with the issuance of Notice No. 
2023129. This revision expanded the listing 
of PFOA and its related compounds and 
introduced Index 202231, which banned the 
manufacture, import, and use of 147 
PFHxS-related compounds. At the same 
time, certain exemptions for PFOA were 
granted, with a phase-out deadline set for 
June 2, 2026. These exemptions allowed for 
the continued use of PFOA in protective 
textiles, semiconductor manufacturing, and 
medical devices. However, for PFHxS, there 
is no specific exemption currently listed 
under these revisions.

On October 2, 2024, Notice No. 2024186 
was issued, refining the regulatory 
framework further. 
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For PFOA Entry 201930, several uses are 
allowed, with a phase-out deadline of June 
2, 2026. These include the production of 
protective textiles (e.g., oil and water 
resistant textiles for worker safety), 
semiconductor manufacturing, film coatings, 
medical devices, and various fluoropolymer 
production processes (e.g., PTFE, FEP, 
fluoroelastomers). After this deadline, these 
processes will need to transition to safer 
alternatives.
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Taiwan

Taiwan, while not a party to the Rotterdam 
Convention or the Stockholm Convention due 
to its non-UN status, aligns its chemical 
regulations with international agreements to 
facilitate trade and compliance. The 
Environmental Protection Administration 
EPA) of Taiwan regulates persistent organic 
pollutants, including PFAS, under the Toxic 
and Concerned Chemical Substances 
Control Act TCCSCA. The Notice on 
Administrative Issues on Regulated Toxic 
Chemicals, which is based on TCCSCA, 
governs PFAS restrictions, outlining control 
concentration standards and permissible 
uses.

Until May 2025, regulated PFAS included 
PFOS, PFOSLi, PFOSF, PFOA, and PFHxS, 
its salts, and PFHxS-related compounds. The 
manufacture, import, sale, and use of PFHxS 
and related compounds were largely 
prohibited, with exemptions only for 
research, testing, and educational purposes, 
while other PFAS were allowed in limited 
applications, such as semiconductor 
photolithography and etching processes, 
photographic film coatings, and industrial 
uses in closed systems.

On May 13, 2025, the Ministry of 
Environment MOE) of Taiwan issued an 
amendment to the Notice on Administrative 
Issues on Regulated Toxic Chemicals, which 
took immediate effect, to expand PFAS 
restrictions in accordance with the 
Stockholm Convention. The amendment 
added 5 more PFOS-related compounds 
and 352 PFOA-related substances to the 
List of Toxic Chemical Substances, further 
tightening regulations by limiting their use to 
specific exemptions, such as research, 
testing, education, and hard metal plating in 
closed systems.

On August 5, 2025, the Ministry of 
Environment of Taiwan announced the draft 
List of Per- and Polyfluoroalkyl Substances 
and Related Management Measures. The 
draft designates 269 PFAS as “concerned 

chemical substancesˮ under Article 24, 
Paragraph 2 of the Toxic and Concerned 
Chemical Substances Control Act. The 
management measures for PFAS are intended to 
ensure the traceability of chemicals and 
transmission of information within the supply 
chain, without imposing restrictions on their 
intended uses.

The announcement reflects a preventive 
management approach based on an inventory of 
domestically operated PFAS, taking into account 
their diverse material forms, wide-ranging 
applications, and operational risks. It categorizes 
PFAS into three groups: “Perfluoroalkyl acids, 
their precursors and other per- and 
polyfluoroalkyl compounds ,ˮ “polymeric 
PFAS ,ˮ and “gaseous PFASˮ, with a control 
concentration standard of 0.1% and respective 
management measures established for each 
category.

● For manufacturing, importing, selling, 
using, or storing perfluoroalkyl acids, 
their precursors, and other per- and 
polyfluoroalkyl compounds at 
concentrations of 0.1% or above, 
approval documents must be obtained, 
monthly records maintained, quarterly 
reporting submitted, and containers and 
packaging properly labeled; safety data 
sheets SDS) must also be prepared.

● For manufacturing, importing, selling, 
using, or storing polymeric and gaseous 
PFAS at concentrations of 0.1% or above 
but below 30%, only container and 
packaging labeling is required, and other 
operations are not subject to the Act. For 
concentrations of 30% or above, the full 
requirements apply: approval documents, 
monthly recordkeeping with quarterly 
reporting, proper labeling of containers 
and packaging, and preparation of SDS.

Uses for experimental, research, educational, and 
testing purposes are exempt, and a two-year 
grace period is planned for compliance. The draft 
was notified to the WTO on September 15, 2025.
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Hong Kong

Hong Kong regulates PFAS under the 
Hazardous Chemicals Control Ordinance 
Cap. 595, which establishes a permit 
system to oversee the import, export, 
manufacture, and use of hazardous 
chemicals, including those identified under 
the Stockholm and Rotterdam Conventions. 

PFOS, its salts, PFOSF, and PFOA, its salts, 
and related compounds are classified as 
Type 2 Chemicals under Schedule 2, Part 1 
of the Ordinance, subjecting them to strict 
regulatory control. Individuals or entities 
intending to handle these chemicals must 
obtain a permit from the Environmental 
Protection Department EPD, and any 
shipment must be accompanied by an 
import/export license issued under the 
Import and Export Ordinance Cap. 60. 
There are five types of permits available, 
including Import, Export, Manufacture, Use, 
and Transshipment/Transit Permits, which 
apply to manufacturers, industrial users, and 
other relevant entities. However, listed PFAS 
are exempt from certain restrictions (on 
export, import, and use) when they are a 
constituent element of a manufactured 
product or are part of an article in transit 
through Hong Kong. The Ordinance imposes 
specific restrictions on the export, import, 
and use of PFAS, meaning that these 
activities cannot occur without the proper 
permits. Unauthorized handling of these 
substances, including unlicensed trade or 
use, may result in fines and imprisonment. 
Additionally, permit holders are required to 
submit regular activity reports to ensure 
compliance with the regulations.
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4.4. Southeast Asia

Singapore

Singapore, as a Party to the Stockholm 
Convention and the Rotterdam Convention, 
regulates PFAS under the Environmental 
Protection and Management Act (“EPMAˮ ) 
and the Environmental Protection and 
Management Hazardous Substances) 
Regulations (“EPMHS Regsˮ). The National 
Environment Agency NEA, as the 
Competent Authority, reviews and 
implements controls over PFAS in 
accordance with these Conventions. PFOS 
has been regulated as a hazardous 
substance since 2008, while PFOA, its salts 
and related compounds, and PFHxS, its salts 
and related compounds, have been subject 
to licensing control since 2020, as they were 
included in the list of chemicals of concern 
under the Conventions, leading to their 
regulatory control.

Following the listing of PFOA, its salts and 
PFOA-related compounds, and PFHxS, its 
salts and PFHxS-related compounds under 
Annex A of the Stockholm Convention, 
Singapore imposed further restrictions on 
their use and trade through Circular 
NEA/HS/6.6 of 2022. The circular confirmed 
that PFOA, its salts, and related compounds 
were prohibited from import and export, 
except for specific uses allowed under the 
Convention. Additionally, as of October 22, 
2022, PFOA, its salts, and PFOA-related 
compounds were included in Annex III of the 
Rotterdam Convention, making them subject 
to the Prior Informed Consent PIC 
procedure. This requires prior approval from 
the Chemical Control and Management 
Department CCMD) for every export, with 
notification at least one month in advance. 
Furthermore, PFHxS, its salts, and related 
compounds, as well as products containing 
these chemicals, were fully banned from 
manufacture, import, and export as of June 
17, 2023, though companies were allowed to 
deplete pre-existing stocks locally.

On March 15, 2024, NEA issued another 
Circular NEA/HS/6.6 announcing the 
phase-out of firefighting foams containing 
PFAS chemicals listed under the Stockholm 
Convention. Effective January 1, 2026, the 
import and use of firefighting foams 
containing PFOA and PFOS, including their 
salts and related compounds, will be 
prohibited. PFHxS, its salts, and related 
compounds, which have no exemption under 
the Convention, will also be restricted. 
However, companies may continue using 
firefighting foams after this date if PFAS 
concentrations are below the following 
threshold limits: 25 ppb for PFOA, 10,000 ppb 
for PFOS, and 100 ppb for PFHxS. 
Organizations storing or using foams 
exceeding these limits must engage 
NEA-licensed Toxic Industrial Waste 
Collectors for proper disposal.

Additionally, on January 31, 2025, 
Singaporeʼs Ministry of Sustainability and the 
Environment issued two key regulatory 
updates: the Environment Protection and 
Management Act 1999 Amendment of 
Second Schedule) Order 2025 S 85 of 2025 
and the Environment Protection and 
Management Hazardous Substances) 
Amendment) Regulations 2025 S 86 of 
2025) to regulate LCPFCAs, C9C21, their 
salts, and related compounds as hazardous 
substances. These regulations took effect on 
August 1, 2025. Under the amended 
regulations, LCPFCAs are classified as 
hazardous substances. Companies must 
obtain a valid Hazardous Substances HS 
Licence from the National Environment 
Agency NEA) to import, export, 
manufacture, possess for sale, sell, or offer 
to sell these substances, and an HS Permit is 
required for storage or use. An HS Transport 
Approval HSTA is also required for 
transportation. Without a valid licence or 
permit, the Order effectively prohibits the 
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handling of LCPFCAs - whether on their 
own or when present in any substance, 
mixture, or product - with no specific 
exemptions provided. On June 13, 2025, the 
NEA published a Circular providing HS 
codes, product codes, and detailed 
descriptions to guide companies in 
implementing these requirements.
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In February 2023, Thailandʼs Department of 
Industrial Works DIW) issued Order No. 42 to 
enforce the management of PFOA and related 
substances. The Order required businesses to 
report their inventories and ensure the 
disposal of these chemicals. It targeted the 
same eight key PFOA-related chemicals, 
mandating businesses to submit inventory 
reports Vor Or./OrKor. 33 form) and provide 
proof of destruction Vor Or./OrKor. 34 form) 
by specified deadlines. This move reinforced 
Thailandʼs commitment to eliminating high-risk 
PFAS in accordance with its international 
obligations under the Stockholm Convention.

In November 2023, the DIW proposed 
expanding the regulation to include PFHxS, its 
salts, and related compounds. This proposal 
would add these substances to Annex 5.1 of 
the List of Hazardous Substances as 3rd 
Category chemicals, covering 147 substances 
in total. The draft notification requires 
producers, importers, exporters, or 
possessors of these chemicals to apply for a 
license within 30 days of the regulationʼs 
enactment. If approved, the regulation would 
further align Thailandʼs PFAS controls with 
international environmental standards.

Thailand

Thailand has implemented stringent 
regulations to manage PFOA and related 
compounds, in alignment with the Stockholm 
Convention. The Ministry of Industryʼs 
Notification No. 7 B.E. 2565 2022 amended 
the List of Hazardous Substances under the 
Hazardous Substances Act B.E. 2535 1992 
by adding PFOA, its salts, and related 
compounds to List 5.1, classifying them into 
two categories: 3rd Category and 4th 
Category.

The regulated PFOA-related substances 
include:

● Perfluorooctanoic acid CAS no. 
335671

● Ammonium perfluorooctanoate 
CAS no. 3825261

● Sodium perfluorooctanoate CAS 
no. 335955

● Potassium perfluorooctanoate 
CAS no. 2395008

● Silver perfluorooctanoate CAS no. 
335933

● Perfluorooctanoyl fluoride CAS no. 
335660

● Methyl perfluorooctanoate CAS 
no. 376272

● Ethyl perfluorooctanoate CAS no. 
3108245

These substances are classified as 3rd 
Category when they fall within the scope of 
specific exemptions under the Stockholm 
Convention. The same substances are 
classified as 4th Category when they fall 
outside the scope of these specific 
exemptions, except when present as 
impurities at concentrations not exceeding 
those specified in the Notification.

In Thailand, 3rd Category substances require 
a license for their production, import, export, 
or possession, while 4th Category 
substances are prohibited by law, meaning 
their production, import, export, or 
possession is not allowed.
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Myanmar

Myanmar has implemented regulations to 
restrict the use of PFAS. Under Notification 
No. 3/2016, PFOS, its salts, and PFOSF are 
classified as prohibited chemicals.

Vietnam

Vietnam regulates PFAS under Decree No. 
113/2017/NDCP, which implements the 
Chemicals Law No. 06/2007/QH12. Specific 
PFAS, including PFOS, its salts, sulfonates, 
sulfonamides, and sulfonyls, as well as 
PFOA, its salts and related compounds, and 
PFHxS, its salts and related compounds, are 
listed in Appendix II and Appendix V of the 
decree. Appendix II designates these 
substances as restricted chemicals for 
industrial production and trade, requiring a 
license prior to such activities. Additionally, 
under Appendix V, these PFAS are subject to 
compulsory declaration, meaning entities 
must submit prior notification before 
producing or importing them. These 
regulatory measures help Vietnam manage 
the environmental and health risks 
associated with PFAS and reflect its 
commitments under key international 
agreements, including the Stockholm and 
Rotterdam Conventions.

On June 14, 2025, the Vietnamese National 
Assembly approved the new Law on 
Chemicals No. 69/2025/QH15, which will 
enter into force on 1 January 2026 and 
repeal the Chemicals Law No. 
06/2007/QH12. To implement the new law, 
on September 5, 2025 the Vietnamese 
Government published a draft decree 
promulgating the list of chemicals subject to 
the new Law on Chemicals. Under this draft, 
specific PFAS, including PFOS, its salts, 
sulfonates, sulfonamides, and sulfonyls, as 
well as PFOA, its salts and related 
compounds, and PFHxS, its salts and related 
compounds, are included in Appendix III as 
chemicals subject to special control. For 
these chemicals, organizations must obtain a 
license for production or business, and a 
license is also required for their export or 
import.
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4.5. North America

Canada

In Canada, several PFAS have been 
regulated since 2012 due to their potential 
harm to the environment and human health. 
These substances, including PFOS and its 
salts and precursors, PFOA and its salts and 
precursors, and LCPFCAs and their salts 
and precursors, were assessed under the 
Canadian Environmental Protection Act 
CEPA. As a result, they were listed on 
Schedule 1 of CEPA and are subject to the 
Prohibition of Certain Toxic Substances 
Regulations, 2012. The manufacture, use, 
sale, offer for sale, and import of PFOS, 
PFOA, LCPFCAs, and their salts and 
precursors, as well as products containing 
them, are prohibited under these regulations, 
with certain exemptions. In May 2022, a 
proposal was published to update and 
replace these 2012 regulations, aiming to 
remove or phase out most of the remaining 
exemptions. Additionally, some PFAS notified 
under the New Substances Notification 
Regulations Chemicals and Polymers) have 
been subject to Ministerial conditions, 
prohibitions, and significant new activity 
provisions under CEPA.

Recent developments in Canada are aligned 
with similar approaches being explored in 
other jurisdictions, including the European 
Union and certain U.S. states, to regulate 
PFAS as a class. Back in April 2021, the 
Government of Canada published a Notice of 
Intent in the Canada Gazette, announcing 
plans to regulate PFAS as a class. This 
approach is intended to prevent regrettable 
substitutions and better address situations 
where individuals may be exposed to 
multiple PFAS compounds simultaneously. 
As part of this initiative, the government 
committed to publishing a State of PFAS 
Report within two years, inviting stakeholder 
feedback, with additional opportunities for 
input throughout the process.

Key milestones for this initiative include:

● May 20, 2023 The Draft State of 
PFAS Report and Risk Management 
Scope were published, followed by a 
60-day public comment period.

● July 13, 2024 An updated draft 
report and revised risk management 
scope were published for a second 
60-day public comment period.

● March 5, 2025 The final State of 
PFAS Report and Risk Management 
Approach were released, including a 
summary of public comments and 
government responses.

● March 8, 2025 The publication of a 
proposed order to add PFAS 
(excluding fluoropolymers) to Part 2 
of Schedule 1 to CEPA followed by a 
60-day public comment period.

In addition to the report development, several 
initiatives were launched to gather 
information to support the risk management 
of PFAS. In July 2024, a mandatory notice 
under section 71 of CEPA was issued to 
gather baseline data on certain PFAS 
substances in Canadian commerce. This 
notice, with a reporting deadline of January 
29, 2025, was aimed at collecting data on 
PFAS substances in mixtures, products, or 
manufactured items for the 2023 calendar 
year.

Additionally, a consultation document was 
published in September 2024, proposing the 
addition of 131 individual PFAS to the National 
Pollutant Release Inventory NPRI. Following 
the consultation, a final decision was 
published in the Canada Gazette on March 8, 
2025, confirming the inclusion of these 
substances. Entities that meet the criteria 
outlined in the notice will be required to 
report releases of these PFAS starting with 
the 2025 reporting year, with reports due by 
June 1, 2026.
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Examples include cosmetics, natural 
health products, non-prescription 
drugs, food packaging materials, food 
additives, non-industrial food contact 
products (such as paper plates, cups, 
and bowls), paint and coatings, 
adhesives, sealants, and other 
building materials available to 
consumers, cleaning products, 
waxes, polishes, and textiles 
(including personal protective 
equipment like firefighting gear).

● Phase 3 proposes prohibiting the use 
of PFAS (excluding fluoropolymers) 
where feasible alternatives may not 
currently exist and where further 
evaluation of the role of PFAS is 
needed. Examples include fluorinated 
gas applications, prescription drugs, 
medical devices, and certain industrial 
uses.

Most recently, on July 19, 2025, Canada 
announced the inclusion of fluoropolymers in 
its Plan of Priorities under the Canadian 
Environmental Protection Act CEPA. This 
plan outlines substances to be assessed for 
potential risks to human health and the 
environment.

The final State of PFAS Report, released in 
March 2025, provides a qualitative evaluation 
of the fate, sources, presence, and potential 
impacts of PFAS on the environment and 
human health. The report defines PFAS 
according to the OECDʼs 2021 definition as 
fluorinated substances containing at least 
one fully fluorinated methyl or methylene 
carbon atom. Fluoropolymers, a subset of 
PFAS, were excluded from the report due to 
their distinct properties, but are scheduled 
for evaluation in future assessments. Their 
exclusion should not be interpreted as an 
indication of safety or lower risk, as 
fluoropolymers may exhibit different 
exposure and hazard profiles compared to 
other PFAS.

The Government concluded that the broader 
class of PFAS (excluding fluoropolymers) is 
likely entering the environment at harmful 
levels due to its persistence, widespread use, 
and potential for similar behavior across 
PFAS types. Combined exposures to multiple 
PFAS could increase health and 
environmental risks.

The Government has proposed a phased risk 
management approach under the Canadian 
Environmental Protection Act CEPA) for 
PFAS (excluding fluoropolymers). A 
proposed order to add PFAS (excluding 
fluoropolymers) to Part 2 of Schedule 1 to 
CEPA has been published for a 60-day public 
comment period, which ended on May 7, 
2025. This addition would enable 
enforceable risk management actions.

● Phase 1 proposes prohibiting PFAS 
(excluding fluoropolymers) not yet 
regulated in firefighting foams due to 
their high potential for environmental 
and human exposure.

● Phase 2 involves prohibiting the use 
of PFAS (excluding fluoropolymers) 
that are not needed for the 
protection of health, safety, or the 
environment, particularly in 
consumer applications where 
alternatives are known to exist. 
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Mexico

Mexico does not yet have comprehensive 
regulations restricting the manufacture, 
import, or use of PFAS. 

However, in March 2024, the Mexican 
Government published an amendment to the 
Agreement on the Import and Export of 
Pesticides, Fertilizers, and Toxic Substances, 
known as the CICOPLAFEST Agreement. 

This amendment introduces a permit 
requirement for the import and export of 
certain persistent organic pollutants, 
including POSF, PFOS, PFOA and their 
derivatives. These measures align with 
Mexico's obligations under international 
treaties such as the Stockholm Convention. 

The Federal Attorney for Environmental 
Protection PROFEPA) is now responsible for 
issuing verification records for these 
substances at points of entry and exit, adding 
an enforcement layer to the import and 
export process. Effective April 13, 2024, 
these measures enhance oversight of 
specific PFAS compounds without imposing 
broader restrictions on their domestic 
production, formulation, or use.
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4.6. South America

Argentina

Argentina regulates PFAS under Resolution 
451/2019, which implements the Stockholm 
Convention on Persistent Organic Pollutants. 
The resolution prohibits the production, 
importation, formulation, trade, and use of 
chemical substances listed in Annex I, 
including PFOS, its salts, PFOSF, PFOA, its 
isomers, its salts, and any substance that 
degrades into PFOA. These restrictions apply 
whether the substances are in pure form or 
included in mixtures and formulations. 

Furthermore, Article 2, as amended by 
Resolution 291/2020, extends the prohibition 
to the importation and production of products 
that intentionally contain these restricted 
chemicals, as detailed in Annex II. The list of 
restricted goods includes a broad range of 
consumer and industrial products, such as 
textiles (e.g., carpets, coated fabrics), 
plastics, rubber, adhesives, paints, electronic 
devices, vehicles, and medical instruments. 
These measures aim to limit PFAS exposure, 
prevent environmental contamination, and 
align Argentina with international standards 
on hazardous substances.

Additionally, Argentina enforces the 
Rotterdam Convention through Resolution 
110/2021, which establishes the Procedure 
for Import and Export of Chemicals. This 
regulation ensures that international trade in 
hazardous substances, including some 
PFAS-related chemicals, is subject to prior 
informed consent PIC) procedures, 
providing an additional layer of control over 
their movement and use.

Brazil

Brazil is taking steps toward regulating PFAS 
with the proposed Bill PL 2726/2023, 
introduced in May 2023, which aims to 
establish a National PFAS Control Policy. 

The bill outlines measures to monitor and 
regulate PFAS emissions, set concentration 
limits in water, soil, and food, and control 
their production, use, and disposal. It also 
promotes research on remediation 
technologies and encourages sustainable 
practices to phase out PFAS. 

Under the proposal, companies using PFAS 
must submit annual reports on their 
consumption and disposal, implement 
measures to reduce their use, and work 
toward progressively eliminating PFAS from 
products and processes. 

Additionally, the Government will conduct 
public awareness campaigns to educate 
people on PFAS risks and how to minimize 
exposure. While the bill has yet to be 
enacted, it represents a significant step 
toward PFAS regulation in Brazil.
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4.7. Africa

South Africa

South Africa regulates certain PFAS through 
its National Environmental Management Act, 
1998 Act No. 107 of 1998 and its associated 
regulations.

Notice No. 1150 of 2019, which governs the 
phase-out of persistent organic pollutants, 
prohibits the use, production, distribution, 
sale, import, and export of PFOS, its salts, 
and PFOSF.

Notice No. 414 of 2021, which prohibits the 
production, distribution, import, export, sale, 
and use of POPs listed under the Stockholm 
Convention, explicitly includes PFOA, its 
salts, and PFOA-related compounds among 
the banned listed substances. Under these 
regulations, a "listed substance" refers to any 
chemical specifically named in the 
regulations, including formulations, products 
containing these chemicals, and related 
waste materials. 

Notice No. 5391 of October 2024, which 
implements the Rotterdam Convention, 
imposes a general prohibition on the import 
and export of PFOS, its salts, and PFOSF 
without prior informed consent.

Kenya

Kenya regulates PFAS under the Environment 
Management and Coordination 
Management of Toxic and Hazardous 
Chemicals and Materials) Regulations, 2024. 
These regulations aim to protect human 
health and the environment from hazardous 
chemicals while ensuring compliance with 
international agreements such as the 
Stockholm and Rotterdam Conventions.

The regulations prohibit the manufacture, 
import, export, distribution, storage, or 
handling of restricted chemicals without a 
valid license from the relevant authority. 
PFAS compounds, including PFOS, PFOSF, 
PFOA, and related substances, are classified 
as restricted chemicals in the Sixth Schedule. 
While production is generally prohibited, 
exemptions exist for specific uses, such as 
POSF in metal plating within closed-loop 
systems and in fire-fighting foams for liquid 
fuel fires Class B fires), as well as for PFOA 
in certain fire-fighting foams.

Additionally, manufacturers, importers, 
exporters, and distributors of articles must 
ensure that hazardous substances listed in 
the Sixth Schedule are not present. These 
regulations reflect Kenya's commitment to 
controlling PFAS to minimize environmental 
and health risks.

Other countries in the region have 
incorporated PFAS into their hazardous 
chemicals regulations. Rwanda has banned 
the use, purchase, sale, import, export, and 
storage of PFHxS, PFOA, and PFOS under 
Order No. 003/2021. Similarly, Cameroon 
prohibits the production, importation, and 
circulation of PFOS under Decree No. 
2011/2581. Burundi enforces restrictions 
through its Chemical Products Management 
Code Law No. 1/06, 2021, aligning with the 
Rotterdam and Stockholm Conventions. 
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4.8. Middle East

Israel

On July 16, 2025, the Israeli Ministry of 
Environmental Protection published draft 
regulations to implement the Stockholm 
Convention into Israeli law. While Israel 
signed the Convention in 2001, it has not yet 
ratified it. In addition to the original 12 POPs, 
the draft extends restrictions to four PFAS 
groups listed in the Convention: PFOS and 
related compounds, PFOA and related 
compounds, PFHxS and related 
compounds, and LCPFCAs and related 
compounds.

The draft regulations generally prohibit 
producing, marketing, or using a persistent 
organic pollutant listed in the First or Second 
Schedule, including when present in 
mixtures or accessories. An "accessory" is 
defined as an object whose function or use is 
primarily determined by its shape or design 
rather than its chemical composition. 
Exceptions include pollutants used for 
laboratory research, as reference standards, 
or when present as a “minimal quantity,ˮ  
defined as residual contamination below the 
threshold in Column B of the schedules. 

Anyone intending to produce, market, or use 
a POP for a permitted purpose must submit 
prior written notification to the Appointed 
Official. Export of POPs is prohibited unless 
approved by the Appointed Official under the 
Import and Export Regulations, with 
additional conditions for shipments to 
countries that are not parties to the 
Convention.

Furthermore, the draft regulations grant the 
Appointed Official authority to request 
information from any individual regarding 
their use of POPs in business activities, 
including pollutant content (quantities or 
concentrations) in products they 
manufacture or sell. 

For the purpose of this article, "persistent 
organic pollutant" includes any substance 
listed in Annexes A, B, or C of the Stockholm 
Convention, as amended from time to time.

The regulations are proposed to enter into 
force upon specific official notification or 90 
days after publication, whichever is later. 
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Turkey

Turkey regulates PFAS through the 
Regulation on Persistent Organic Pollutants 
Kalıcı Organik Kirleticiler Hakkında 
Yönetmelik), which was prepared in 
alignment with the Stockholm Convention 
and harmonized with the EU POPs 
Regulation. The regulation was last amended 
in March 2021 and aims to protect human 
health and the environment by restricting the 
manufacture, market placement, and use of 
persistent organic pollutants POPs, 
including specific PFAS substances. In 
particular, Annex 2 lists substances under 
restriction, which includes PFOS and its 
derivatives, and PFOA and its salts.

The manufacture, placing on the market and 
use of substances listed in Annex 2 are 
restricted when they are on their own, in a 
mixture, or within an article, based on the 
specific conditions outlined in the Annex.

The control measures do not apply to:

● Substances used for scientific 
research and development or as a 
reference standard, provided 
permission is obtained from the 
Ministry.

● Substances that are unintentionally 
present in trace amounts in other 
substances, mixtures, or articles, as 
long as they are specified in the 
relevant entries in Annex 2.

○ For PFOS The regulation 
states that the control 
measures do not apply 
where the amount of PFOS 
in the substance or mixture 
is in concentrations less than 
or equal to 10 mg/kg 
0.001% by weight). In 
semi-finished products, 
articles or parts thereof, or 
textiles or other coated 
materials containing PFOS at 
concentrations of 0.1% by 
weight or lower, based on 
calculations made with 

reference to the weights of 
the structural and 
microstructural parts of the 
different parts containing 
PFOS, the control measures 
do not apply where the 
amount of PFOS is at 
concentrations lower than 
1μg/m2.

○ For PFOA The control 
measures do not apply if 
PFOA or PFOA salts are 
present in the substance, 
mixture or article at a 
concentration equal to or 
less than 0.025 mg/kg 
0.0000025% by weight). 
The control measures also 
do not apply if PFOA-related 
compounds or any 
combination of these 
compounds are present in 
the substance, mixture or 
article at concentrations less 
than or equal to 1 mg/kg 
0.0001% by weight). 
Furthermore, the control 
measures do not apply if 
PFOA or PFOA salts are 
present at concentrations 
equal to or less than 1 mg/kg 
0.0001% by weight) in 
polytetrafluoroethylene 
PTFE) micropowders 
produced by thermal 
degradation or by the 
emission of ionizing radiation 
up to 400 kilograys, and in 
mixtures and articles 
containing PTFE 
micropowders used for 
professional and industrial 
purposes.

● Articles already in use before the 
effective date of the Regulation. If 
such articles are identified, the 
relevant institution must inform the 
Ministry as soon as possible.
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Furthermore, the regulation includes a 
reporting obligation: manufacturers, 
importers, and producers of articles who 
manufacture, use, or import a substance 
listed in Annex 2 under the conditions 
specified in the same Annex must submit an 
annual report to the Ministry. This report 
should include information about the 
activities from the previous year and must 
be submitted within the first three months of 
the following year. The format for this report 
is specified in Annex 6.

Additionally, the Communiqué on the Import 
Inspection of Chemicals Controlled for the 
Protection of the Environment, which 
operates alongside the Regulation on 
Persistent Organic Pollutants, regulates the 
import of specific chemicals, including 
certain PFAS. The import of substances, 
mixtures, and articles listed in Annex-3/A 
and Annex-3/B is generally prohibited:

● PFOS and its derivatives 
Annex-3/A Can only be imported 
for use as reference standards in 
laboratories.

● PFOA, PFOS, and PFHxS and their 
respective salts and related 
compounds Annex-3/B Can be 
imported if they meet the 
exemptions in the Regulation on 
Persistent Organic Pollutants, or for 
scientific research and 
development, or as reference 
standards in laboratories.

For all exemptions, importers must obtain 
an Exemption Declaration Acceptance 
Letter from the Ministry of Environment, 
Urbanization, and Climate Change.
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Georgia

Georgia's regulation of certain PFAS is 
established through Resolution No. 263 of 
2016, which outlines the Rules for 
Export-import of Certain Dangerous 
Chemical Substances and Pesticides and the 
Procedure for Prior Informed Consent. 

This resolution serves to implement the 
Rotterdam and Stockholm Conventions within 
the country. As part of these regulations, 
PFOS, its salts, and PFOSF are explicitly 
listed among the chemical substances and 
pesticides for which production, use, import, 
and export are prohibited in Georgia.

4.9. Eurasia

https://www.complianceandrisks.com/
https://www.complianceandrisks.com/


05. Conclusion

The European Union EU In Vitro Diagnostic Regulation 2017/7461 IVDR, became applicable on 26 May 2022 and 
introduced important changes to the regulation of in vitro diagnostic medical devices IVDs across the EU. 

As global awareness of PFAS risks grows, the evolution of international conventions such 
as the Stockholm Convention remains central to shaping regulatory frameworks 
worldwide.

These agreements set important precedents, guiding countries in their efforts to restrict or 
eliminate harmful PFAS chemicals.

At the same time, regulatory developments in key markets like the United States and the European 
Union remain highly influential, often setting the pace for global action. 

Monitoring these evolving regulations will be essential for industries seeking compliance and 
sustainability in an increasingly stringent global market.

Want to find out how you can stay on top of the changing PFAS compliance landscape? Start a 
conversation with us today!
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