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MFE		Ministry of Finance and Economy 
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[bookmark: _Toc42983405]2.1 Legal framework for Chemical Subchapter
The legislation in the Chemical Sub-Chapter comprises the following:

· Law No 27 of 17.3.2016 “on Management of Chemicals”
· DCM No. 488 of 19.06.2016 “on Classification, Labelling and Packaging of Chemicals”
· DCM No 655 of 21.09.2016 “on import and export of hazardous chemicals”
· Law No 10277, of 13.05.2010 “on the Accession of the Republic of Albania in the Rotterdam Convention”
· Law No. 95 of 17.09.2015 “on Biocide Services and Products in Public Health”,
· DCM No 319 of 15.05.2019 “On restriction on production, marketing, and use of some chemicals and certain dangerous items”
· DCM No 9 of 9.1.2019 “For detailed rules and methods for carrying out chemical safety assessment, as well as specific requirements, content and format of the document with the safety data”
· Law No 10448 of 14.7.2011 “On Environmental Permits”, amended by the Law No. 60/2014 and the Law No. 52/2020;
· Law No 10431 of 9.6.2011 “On the Protection of Environment”, amended;
· DCM No 16 of 04.01.2012 “On Public Access to Environmental Information”;
· Law No 10 433, dated 16.06.2011 “On Inspection in the Republic of Albania;
· DCM No 505 of 29.8.2018 “For the approval of the National Action Plan for the decommissioning and elimination of the persistent organic pollutants (POPs)”.

2.2 Strategic Framework 
Albania has developed many policy documents that demonstrate coherence with a number of relevant EU documents. For the chemicals subchapter the MTE didn`t prepare any action plan. For this subchapter the level of transposition is about 25 % (NPEI 2023-2025). Under SANE-I was prepare the AP for the Directive 2010/63/CE, and for the Noises.
Strategic framework in Albania is composed of:
· National Strategy for Development and Integration 2015–2020;
· National strategy and plan for waste management;
· Strategy for the Business Development and Investments 2014 – 2020;
· National Integrated Water Management Strategy 2018 – 2027;

The National Strategy for Development and Integration for the period 2023–2025 (NSDI) provides the framework for national strategic priorities and targets under sector and cross-sector strategies. The Strategy is aligned with the 2030 Agenda for Sustainable Development. The major objective of the NSDI is the European integration. 
The draft Environmental Cross-cutting Strategy sets out policy goals in the areas of air quality, climate change, nature protection etc., which are already covered by specific policy documents. In the current circumstances, when many of these issues are covered by recently adopted or soon-to-be-adopted policy documents, the main argument in favour of the adoption of the new environmental cross-cutting strategy would be the need for a visionary umbrella policy framework for environmental protection. In order to serve as such, the document would need to cover, in addition, the issues that are not covered by the strategies on environmental components, for example, horizontal issues, priorities of environmental compliance assurance and enforcement, environmental education and education for sustainable development and integration of environmental considerations into sectorial policies.

Envisaged policy documents
The majority of strategic documents in force, starting with the National Strategy for Development and Integration, need to be revised/prepared as far as they are in force until 2020. Under KEMI project, an action plan for the chemicals was drafted during 2023 but has not been approved yet. Based on the law the plan must be reviewed every five years.

2.3 Institutional framework and administrative capacity for Chemical sub-chapter

The Ministry of Tourism and Environment (MTE) and Chemical Office near National Environmental Agency (NEA) including environmental inspection are responsible institutions for this Sub-chapter. MTE, customs and inspectorates cooperate among themselves in carrying out defined tasks.
Ministry of Agricultural and Rural Development – MARDA, Directorate of Deregulation, Permits, Licences and Monitoring, Sector of Veterinary and Animal Welfare is the responsible institution for the DIRECTIVE 2010/63/EU.
NEA, as the executive body of the MTE, is directly involved in keeping records in the field of the implementation of the directives. (2 pers)
Chemical office - As a competent state authority, the  Chemicals Office informs the public about the laws and its implementing by-laws, and about the risks that arise from chemicals through proper and early identification of the intrinsic properties of chemical substances. Four processes, namely, registration, evaluation, authorization and restriction of chemicals provide for high level of protection  of human health and the environment. The Chemicals Office is also responsible for information service (helpdesk) to provide advice to manufacturers, importers, downstream users and any other interested parties on their responsibilities and respective obligations under the law on chemicals management; (4 pers)
Ministry of Health and Social Protection, Department of Programming Standardization and harmonization of Regulatory Framework, provides legal advice and monitors the impact of regulatory acts (3 pers).

 The responsible institutions lack capacities, especially for the implementation and enforcement of  the legislation. Knowledge and experience of the experts working especially in the regional branches of the NEA has to be improved considerably. Improvements concerning the necessary  equipment (cars, computers, laboratory equipment, laboratory kits etc.) are needed too.

Key Government bodies responsible for Chemicals Sub-chapter:
· MTE is the competent authority for policy development, transposition and implementation. 
· Directorate of Policies and Strategies for Environmental Development is responsible for the development of policies and legislation on a large number of environmental issues(5 employees); 
· Directory of Climate Change, is the responsible structure for chemicals legislation (5 pers)
· Directorate of Deregulation, Permits, Licenses and Monitoring (7 employees), with two Sectors: Sector of Permits and Licenses Monitoring in the Field of Environment (3 employees) and the Sector of EIA and SEA (3 employees);

· NEA is responsible for ensuring environmental performance, research and environmental knowledge, environmental impact assessment and licensing and thematic inspection and control of compliance with the environmental legal requirements and conditions. NEA is the main institution responsible for monitoring and reporting on the environmental state. There are 5 employees at the Permits Sector under the Environmental Assessment Directorate. The Chemical Sector in NEA was established in September 2020, by the PMO No 23 of 03.02.2020, and has only 4 people. 

· Ministry of Agriculture and Rural Development: The Sector of Policies and Strategies of Agriculture, Livestock and Rural Development (4 employees); the Sector of programs of Agriculture, Livestock and Rural Development (4 employees).

· ISUV is responsible institution for conducting testing of food products of animal and non-animal origin. Animal Health Directorate.

· On January 2021 a new institution/ authority was established under the MARDA - National Veterinary and Plant Protection Authority.

· Ministry of Finance and Economy (MFE) is responsible for financial incentives and support in introducing the economic instruments. 

· Ministry of Health and Social Protection (MHSP) is responsible for drafting and implementing policies and development strategies in the health care sector. The tasks of the MHSP consist of the assessment of health risk associated with the ambient air quality, preparation and adoption of National Plan for air quality improvement and monitoring indicators through the Institute of Public Health. Together with the minister responsible for environment drafts and adopts guidelines for issuing Ecolabel for each product or product group, as per the area of activity.

· General Directory of Accreditation (GDA). The General Directorate of Accreditation is a public authority acting as a national accreditation service in the Republic of Albania.
EMAS: The purpose of accreditation is to determine competence of conformity assessment bodies to perform the following activities: ….5) certification of management systems; 6) certification of persons.
· General Directory of Customs
· State Inspectorate for Market Surveillance – according to the law 27/2016, is the responsible structure for - Market surveillance of hazardous products that have in their composition at least one hazardous substance sold by distribution for general consumption. The Inspectorate has the mandate to control if the MSDS (Material Safety Data Sheet) is provided upon request, to prohibit marketing and order a withdrawal of articles (detergents, toys, textiles, footwear, electrical products and non-food products in general) that present chemical risk due to not being compliant with the Law.
Institutional strengthening measures 

Effectively generate, allocate and use human, material and financial resources to attain specific objectives on a sustainable basis, aiming at more sustainable development interventions in the environmental inspection area.

Deadlines for institutional strengthening action and responsible institution. 2022 SIEF (SIEFWT)
Action Plan and Outcomes 2018 – 2022: Annual Inspection Plan 2018; Key Performance Indicators

Administrative capacity development for Chemicals
Institutional strengthening measures and administrative capacity development are needed in the Chemicals sector. The proposed measures in terms of increasing the number of staff in each of the responsible institutions are presented in the Table below.
	Chemicals 
	Current number
of staff
	Capacity PLAN

	Institutions
	2020
	2021
	2022
	2023
	2024
	2025
	2026
	2027
	Total

	MTE
	5 
	
	3*

	
	4*

	
	
	
	7*

	NEA
	4.5 
	
	3*

	
	2*
	
	




	
	5*

	MIE
	2
12**
	
	1* Directorate of Industry and Energy Development Policies and Strategies
	
	
	
	
	
	1*

	NCPA
	37**
	
	
	
	
	
	
	
	-


* Number of persons to be employed (dedicated to industrial pollution control)
** Staff with shared responsibilities



2.4. Transposition and implementation plans by directive/regulation
2.4.1 Directive 2010/63/EU on the protection of animals used for scientific purposes 
2.4.1.1 Transposition 
The Directive 2010/63/CE is not transposed into Albanian legislation.
The following legal acts that Albanian institution work:
Law No.10465, of 29.9.2011 “on Veterinary Service in the Republic of Albania”, amended, Art. 67 (Animals used for experiments) stipulates that: 
The competent authority approves the conduct of experiments on animals, in accordance with the international criteria and standards for the welfare of experimental animals and only in those cases, when it is not possible to apply other alternative methods.
The competent authority records the number and types of animals used in approved experiments. This information will be available to the public from time to time at intervals.
Experiments with animals are carried out in experimental centres of research-scientific institutions, production enterprises, laboratories and educational institutions, in accordance with the international standards. The persons who carry out the experiments or participate in their implementation must have the necessary education and training.
Requirements, criteria and procedures for the use of animals for experiments, as well as the centres where they are carried out, are to be approved by the minister, in accordance with the international standards.

Draft Regulation of MARD “on the protection of animals used for scientific purposes” 

Ministerial order No 286 of 21.9.2012 “On the protection of animal for agricultural purpose”.

2.4.1.2 Transposition Plan 
Short Term (2024 - 2026)
MARDA will reconstruct the structure of the Sector of Veterinary and Animal Welfare. In addition, the transposition of this directive is not decided yet. The first proposal  from 2019 was that the transposition would start in 2023, but, under the new circumstances, it will be postponed. 
MARDA will establish a working group in order to start transposition of the Directive (2010/63/CE) 

Mid Term (2027-2030)
MARDA will transpose the Directive by drafting the new law on the protection of animals used for scientific purposes. The Law will:
· Set up roles and procedures for the involved authorities (MARDA, Food safety and Veterinary Institute, Public Health Institute and Agriculture University of Tirana.); (permitting/inspection sectors and departments);
· Establish an authorization system for breeding, supplying and user establishments (Art. 21) and ensuring compliance with installation, accommodation and care;
· Prepare external procedures for effective coordination and communication between regulatory bodies, competent authorities, central government, and other organizations, local authorities, health authorities etc. in order to avoid overlaps and gaps and make the most effective use of resources;

· Designate the Competent authority (competence staff, required personnel);
· Establish animal welfare bodies.

2.4.1.3. Implementation 
Directive 2010/63/CE is not transposed in the Albanian legislation, so the level of implementation is weak, although the inspection can be carried out by the same Inspection veterinary service that serves for the purposes of animal health / Inspectors of Regional Veterinary Service.

Strengthening Capacities for Implementation of 2010/63/CE Directive

· Establishing a mechanism to collect statistical information and information on the implementation of the Directive 2010/63/EE.

· Conducting trainings for future trainees on Need Assessment for all the key responsible authorities and staff.

Assist the trainees on delivering Trainings on Need Assessment for MARDA, ISUV, Agricultural University of Tirana

Improvement of Permitting System specifically for 2010/63/CE Directive


· Specialized assistance is an urgent need to study and coordinate the requirements of this Directive with the existing animal health services. Some services can merge and some others have to be created.

· Develop a plan for an effective inspection system, including inspection protocols;

· Establish a common format for the submission of information on the protection of animals used for scientific purposes.


Ensuring enforcement of Directive through strengthening of the Monitoring System

· Creation of a national committee for the protection of animals used for scientific purposes;

· Deliver training for authorities on specific aspects of the protection of animals used for scientific purposes;

· Public awareness activity, sharing data with public about the direct Collection of the statistics;

· Asses the needs for further update and upgrade of the ISUV and UBT Lab in terms of equipment, human resources, protocols and practices in fully compliance with 2010/63 Directive requirements. 

· Develop technical specification for all the requirements deriving from the assessment procedures (tools, means, equipment, positions etc.).

· Provide full assistance on procurement practices.

· Improve laboratory analysis, test and sample management practice, including the development of an inner code of conduct and working procedures.

Information and Public Participation

· Analysis of situation regarding public participation and possibilities to receive information in the framework of protection of animals used for scientific purposes. 

· Public awareness activity, sharing data with public about the direct Collection of the statistics.

· Preparation of integrated platform within the dedicated database for public information and participation.

Further development of the existing Database of Registering, Interpreting and Reporting on 2010/63/CE Directive

2.4.1.4 Main challenges with implementation of Directive 2010/63/CE
For the directive 2010/63/EU, since the transposition has not started yet, the main challenge is deciding on the agenda for development ofthe legal framework in the Albanian legislation. the new legislation should establish the National committee for the protection of animals used for scientific purposes, set up the competent authorities for the requirements of the directive, establish a data collection system, andset up an authorization system and licensing procedures. Additional challenge is the development of, procedures for the effective coordination and communication between regulatory bodies, competent authorities, central government, and other organizations, local authorities, health authorities etc. to avoid overlaps and gaps and make the most effective use of resources. Finally, a plan for an effective inspection system, including protocols has to be developed.
Competent authorities with appropriate expertise and capacities are needed for the successful implementation.
Implementation of Directive 2008/50/EC, is at early stagy.  Air quality is regularly monitored in
Albania and data reported to EIONET and available to the public. Further efforts are needed to
establish real-time data reporting and improve air quality monitoring (more information provided
in the section 2.6.3.1., 2.6.3.2, etc.). National Ambient Air Quality Plan was adopted in 2019.
However, main challenges are iin implementation of the measures included in the NAAQP as
well to establish full monitoring following the directive’s requirement. These issues, together
with the limited capacity and funds for implementation are considered as most challenging for
the   Albanian   administration.  Consequently,   the  Directive   2008/50/EC   is   considered   to  need
transitional period and thus DSIP should be prepared
Implementation of Directive 2008/50/EC, is at early stagy.  Air quality is regularly monitored in
Albania and data reported to EIONET and available to the public. Further efforts are needed to
establish real-time data reporting and improve air quality monitoring (more information provided
in the section 2.6.3.1., 2.6.3.2, etc.). National Ambient Air Quality Plan was adopted in 2019.
However, main challenges are iin implementation of the measures included in the NAAQP as
well to establish full monitoring following the directive’s requirement. These issues, together
with the limited capacity and funds for implementation are considered as most challenging for
the   Albanian   administration.  Consequently,   the  Directive   2008/50/EC   is   considered   to  need
transitional period and thus DSIP should be prepared
The estimation of costs for the 2010/63/CE directives has not been completed yet.

[bookmark: _Toc53131962][bookmark: _Toc142036542][bookmark: _Hlk53129859]2.4.2 Directive 87/217/EEC on the prevention and reduction of environmental pollution by asbestos  
2.4.2.1 Transposition 
Directive 87/217/EEC is partially transposed into the Albanian legislation, most of the non-transposed articles are for the MS, (art 4-7, 9-14) and the Annexes are transposed into the legislation. The DCM No. 161 of 19.2.2020 “On approval of the necessary rules for prevention and reduction of environmental pollution by asbestos” transpose this directive. The DCM entered into force on Feb 2022.
Based on the DCM 161/2020, MTE and MHSP shall issue technical guidance for the prevention and reduction of emissions of asbestos fibers and dust to air,  water and through solid waste. 

Short Term (2024 - 2026)

Since the legislation entered into force in February 2022, and the remaining non-transposed articles refer to the member states duties and production of asbestos, and Albania has no processing activity or asbestos production, there are no further plans for the transposition.  

Mid Term (2027-2030)
For the limit values for asbestos the DCM no. 435, of 12.09.2002 “On approval of Norms of Emissions in the Air in the Rep of Albania”, Ann 1 set out pollutants belonging to Group 1, and Asbestos belongs to its subgroup 1. So the system for monitoring asbestos emissions will be included in the environmental measures.

[bookmark: _Toc142036545]2.4.2.2. Implementation
The implementation of this directive relate closely to the implementation of the REACH-restrictions on the handling of asbestos fibres and the provisions under the Workers’ Health and Safety Directive, for the handling of asbestos in the workplace. The competent authorities for the implementation are identified, also their roles and responsibilities. 
Asbestos dust, fibers and contaminated products generated by the activities or works specified in the DCM, shall be regarded as hazardous waste according to the legislation on waste catalog, based on DCM No 99 of 18.02.2005. Based on the DCM No 452 building materials containing asbestos and other types of suitable asbestos waste can be destroyed in non-hazardous waste landfills without being tested.

[bookmark: _Toc142036546]2.4.2.3 Implementation plan for Directive 87/217/EEC
Short Term (2024 - 2026)
In Albania is not used asbestos or material contains asbestos, the amount of asbestos fibers is from the old factory or buildings around 30 years ago, so  
Mid Term (2027-2030)
Preparation of the technical guidelines for prevention and reduction of the pollution from the products containing asbestos: Asbestos releases in the air; Asbestos emissions into water, and solid waste containing asbestos.
Ensuring enforcement of Directive through strengthening of the Monitoring System
Article 40 of the Law No. 27/2016, "On the Management of Chemicals", and art 62 of the Law No. 10463, dated 22.9.2011, "On integrated waste management", as amended, foreseen penalties applicable in case of infringements of the national legislation. 
Law No. 27/2016, specifies that non-compliance with the provisions of this decision, when it does not constitute a criminal offence, constitutes administrative indemnity and is punishable by a fine. 
Release of asbestos into the air or into the other compartments of the environment, contrary to the limit values of the specific legislation, in accordance with this law, is punishable by a fine from 1,000,000 to 2,000,000 ALL (approx. 9.100 Euro up to 18.200 Euro) (point 37, Article 40 of Law 27/2016.
[bookmark: _Toc142036547]2.4.2.4 Main challenges with implementation of Directive 87/217/EEC
Technical assistance for strengthening technical and administrative capacities of the environmental inspectorate and other implementing authorities to comply with the Directive obligations and national legislation.

Capacity building on handling asbestos containing products or managing asbestos waste;

Referred to the Rotterdam Convention, Albania has done the report to the Convention’s Secretariat on chemicals subject to the PIC procedure, allowed, prohibited or banned to be imported/exported into/from the country for all the 43 chemicals listed in Annex III of the convention. Part of this Annex III is asbestos and asbestos fibers.
Also use of asbestos will be banned by 2025 by REACH Regulation.
Strengthening Capacities for Implementation of Directive 87/217/EEC

Technical assistance for strengthening technical and administrative capacities of the environmental inspectorate and other implementing authorities to comply with the Directive obligations and national legislation.

Information and Public Participation

· Analysis of situation regarding public participation and possibilities to receive information in the realm of industrial emissions. 
· Development of draft legislation if required to close existing gaps in terms of information publication, reporting, and public participation.
· Preparation of integrated platform within the dedicated database for public information and participation.
· Developing an integrated platform that will publish recent monitoring reports, key findings, new emitted permits and exiting one. Including communication with private and public sector.
· Establishing procedures to respond to requests from other countries/MS on inspections by national authorities.
· Establish an official communication practice, template for Industry representatives, CSOs, Public, and state related representatives. 


[bookmark: _Toc142036578]2.4.3 Regulation (EU) No 2017/852 on mercury
[bookmark: _Toc142036579]2.4.3.1 
The transposition of the regulation is considered well advanced.
Albania is part of the Basel, Rotterdam and Stockholm convention. Also has ratified the Minamata convention with Law No. 7/2020 on 9.10.2014. The legal framework for the implementation of the provisions of international convention on mercury was set in the laws no.27/2016 “On Chemicals Management” and no.10463/2011 “On integrated waste management”. The regulation No 2017/852 on mercury was transposed through the DCM No. 442 of 26.6.2019 "On the Rules for the Prohibition of Export of Metal Mercury, Mercury Compounds and Mercury Mixtures, Safe storage of metallic mercury and Specific Criteria for Safe storage of metallic mercury Considered waste“. The DCM entered into force on January 2020.
[bookmark: _Toc142036580]2.4.3.2 Transposition Plan
Short Term (2024 - 2026)
Monitoring and enforcement of the rules.
Mid Term (2027-2030)
The technical requirements for temporary storage of mercury, mercury compounds and mixtures of mercury safely for the environment will be determined by order of the Minister. Finalization of the sub legal acts as required by DCM 442/2019. 
2.4.3.3. Implementation 
Short Term (2024 - 2026)
The DCM No.442 entered into force on Jan 2020 and according to the point III.3/5 (chapter 5) - the responsible ministry (of health) will draft /prepare the national plan. The NP will provide the measures to be taken to cease the use of dental amalgam in the country within 1 month from the date of approval, and it will be published on the official website of the ministry. The MoH has not prepared the national plan for mercury yet. In the fourth annexes are described what the NP for the mercury and its compound should include. From Jan 2023 most of the mercury compounds are prohibited for import and export in the Rep. of Albania, and the list was detailed in the annexes of the DCM 442.

Mid Term (2027-2030)
Establishment and maintenance of inventory of mercury emissions and national reporting as stipulated in the DCM. Improvement the import data collection for mercury and mercury containing products. Increase the Technical capacity in relation to the implementation and enforcement of the new legislation and Minamata Convention requirements; 
Make information on the enforcement activities available for the public. 

Ensuring enforcement of legislation through strengthening of the Monitoring System
Increase the Technical capacity in relation to the implementation and enforcement of the new legislation and Minamata Convention requirements.

[bookmark: _Toc142036583]2.4.3.4 Main challenges with implementation of Regulation (EU) No 2017/852
The health sector use many appliances that contain mercury. In the new era, it must identify new alternatives for those appliances. 
Specific training programs on mercury management for the competent authorities dealing with chemicals, customs, inspectors, NEA, and other authorities in the country.
Increase the Capacities on best practices on handling mercury containing products or managing their wastes;
[bookmark: _Toc142036548]Current capacities for the implementation, monitoring and enforcement of legislationare insufficient.
[bookmark: _Hlk53130979]2.4.4 Regulation (EU) No 528/2012 on biocidal products (BPR) (and Directive 98/8/EC, Regulation (EC) No 1451/2007)
[bookmark: _Toc142036549]2.4.4.1 Transposition
Alignment with this regulation is in initial phase.The law is partially aligned with the Regulation (EU) 528/2012 on biocidal products  (alignment provided for only 28 of 256 articles). However, full alignment is not possible since  many of the BPR articles require EU membership to  be implemented . Law No. 95/2015 defines and regulates the placing on the market of biocidal active substances, biocidal products, and treated articles; production, import and export of biocidal active substances, biocidal products, and treated articles; the organization and operation of the control of organisms harmful to public health, in public and private environments, through biocidal products. The Law applies to public health uses of biocidal products; products that destroy, inhibit, or render harmless organisms harmful to health, through chemical or biological routes of action.
Based on Article 20 of the Law on Biocidal Products, the State Health Inspectorate, under the supervision of the Ministry of Health, is responsible for the implementation of the provisions of the Law on Biocidal Products and its by-laws, in relation to their implementation at the points of production domestic, customs offices, storage points and on the market.
DCM No. 487 of 29.6.2016 “on Classification of Biocide Products- making available on the market and the use of biocidal products; 
DCM No.553, of 27.07.2016 on the composition, organization and functioning of the ‘’Commission for the authorization of biocidal products’’.
Order of Minister of Health and Social Protection, no.470/2019 for the Establishment of the Commission for the Authorization of Biocidal Products.
DCM Decision of Council of Ministers (DCM) No. 933, of 25.11.2020, ‘’on defining the rules on the criteria for the evaluation of biocidal products and on the procedure of issuing the authorization for placing them on the market’’.
Joint guidance of MHSP and MFE no. 429, of 20.07.2022 "For the training and certification of professional users who perform the application of biocidal products in public health services“.

[bookmark: _Toc142036550]2.4.4.2 Transposition Plan
The legislation on biocidal products needs to be developed to provide for further alignment with the BPR. 
[bookmark: _Toc142036551]2.4.4.3. Implementation
The adoption of the Law on biocidal products and its secondary legislation in Albania has resulted with a change of the procedure for placing them on the market. From the authorization of import of biocidal products for public health valid for 6 months, to the introduction of the procedure for authorization of biocidal products for placing them on the market (2 years), based on the implementation and enforcement of the DCM no. 933, dated 25.11.2020.
Only BPs Authorized in ECHA R4BP are allowed to be authorized in Albania, so a limited number of biocidal products are registered.
There is an ongoing process for the revision of the bylaw (the DCM no. 933, dated 25.11.2020) 
on the evaluation and authorization of BPs, which aims at improving the Authorization Procedure and addressing the difficulties concerning the authorization of BPs faced so far.
Lack of administrative capacity (available staff) to carry out the necessary work and structure changes in responsible institutions are the main difficulties hindering this process. Therefore, capacity building is more than necessary (important).

Implementation plan for Regulation (EU) No 528/2012
Mid Term (2027-2030)
Revision of the Decision of Council of Ministers (DCM) No. 933, of 25 November 2020 ‘’On
defining the rules on the criteria for the evaluation of biocidal products and on the procedure of issuing the authorization for their placing on market’’. 
Revision of the list of active substances in Biocidal Products. 

2.4.4.4. Main challenges with implementation of Regulation (EU) No 528/2012
Albania will continue efforts concerning the further development of the legislation and alignment with the BPR to the extent possible for a candidate country. In parallel, the administrative structures will be improved aiming to achieve readiness for direct implementation of BPR after the accession. Alignment of the legislation will enable both, the administrative structures and the industry sector to become acquainted with the rules and their prospective obligations under BPR. However, having regard to the principle of equal treatment, to facilitate a smooth transition from the Albanian  national scheme to the BPR and prevent a market freeze for biocidal products made available and used on the Albanian market before the day of accession, Albania will need an adaptation mechanism which will ensure equitable integration of Albania into the system of the BPR.

[bookmark: _Hlk53131050]2.4.5  Regulation (EU) 2019/1021 on persistent organic pollutants (POPs) (Recast of Regulation (EC) No 850/2004)
[bookmark: _Toc142036555]2.4.5.1 Transposition
The Albanian legislation has a good level of  alignmenbt with this  regulation .
Albania  signed the Stockholm Convention in 2001and ratified it through the Law No. 
9263, dated 29.7.2004. The list of persistent organic pollutants (POPs) and measures for 
their production, marketing and use as well as reporting requirements are regulated in DCM 
No. 360, dated 29.4.2015 with reference to rules on POPs and waste in Law no. 
10431/2011Environmental protection and Law no.10463/2011 Integrated waste 
management. Legal effect of this DCM started on 1st of July 2015.
DCM no.691, date 26.10.2022 "On some changes and amendments on DCM no. 360, date 
29.04.2015 “On approval of the persistent organic pollutants and defining of measures for production, importing, placing into the market and their use”. Other legal acts related to POPs: Law no. 10448, of 14.7.2011, “On environmental permits”, as amended; Law no. 10463, of 22.9.2011, “On integrated waste management”, as amended.

[bookmark: _Toc142036556]2.4.5.2 Transposition Plan
Short Term (2024 - 2026)
A legal act amending the DCMs 360/2015 to take into account changes in the EU regulation was approved in October 2022 (DCM 691, date 26.10.2022 "On some changes and amendments on DCM no. 360, date 29.04.2015 “On approval of the persistent organic pollutants and defining of measures for production, importing, placing into the market and their use”). Has reviewed and updated Annexes I-IV of DCM 360/2015, transposing the new Annexes of Regulation 2019/1021; Annex I and V, are partially transposed; Annex III and IV, are fully transposed.

Mid Term (2027-2030)
[bookmark: _Toc142036557]The monitoring and reporting system of POPs needs to be strengthened. The enforcement of the national legislation on POPs is considered to be at an early phase, no inspections have been conducted and no penalties  have beenimposed in this area so far. 

2.4.5.3. Implementation
The EU regulation includes obligations on Member States to make information available to the Commission and the European Chemicals Agency. 
The National Action Plan for the Implementation of the Stockholm Convention on POPs in Albania was revised and updated in 2017.

[bookmark: _Toc142036558]2.4.4.4 Implementation plan for Regulation (EU) 2019/1021
Short Term (2024 - 2026)
Preparation and review of NIP document requested in the frame of Stockholm Convention National action plan for phasing out of use and elimination of persistent organic pollutants (POP) (approved by DCM No. 505, dated 29.8.2018). An ongoing project “Reducing pollution from harmful chemicals and waste in Mediterranean Hot spots and measuring progress to impacts”, an agreement between UNEP and NEA with respect to the inventory and prioritize PCBs and prepare country thematic assessment on the National Transboundary diagnostic Analysis report in Albania.
Mid Term (2027-2030)
Systematic reporting and monitoring according to the provisions in the DCM. Review of the national action plan. 
KEMI support for the development of the Helpdesk and communication of the Chemical Office. 
2.4.4.5 Main challenges with implementation of Regulation (EU) 2019/1021
[bookmark: _Toc53131974]Albania has a big legacy of  environmental problems  relevant to the scope of this regulation, such as contamination of land caused by harmful wastes of industries, old equipment 
such as transformers, etc. Of all the new POPs used as pesticides, only endosulfan (thiodan) 
was imported, marketed and used in Albania. Import of thiodan continued until 2005 and  
then stopped. 
Raising technical capacities on POPs and SC in the country.
Strengthening capacities for monitoring and reporting on POPs;
Strengthening capacities in preparation and maintaining inventories.
[bookmark: _Toc142036560]2.4.5 Regulation (EC) No 649/2012 on export and import of hazardous chemicals (PIC)
[bookmark: _Toc142036561]2.4.5.1 Transposition
The Albanian legislation has high level of alignment with this regulation through the DCM No. 655, of 21.09.2016 “on Import and Export of Hazardous Chemicals” and through the Law No. 27/2016 on chemicals management that entered in force on March 2018. 
Albania has ratified the Rotterdam Convention on the Prior Informed Consent Procedure Hazardous Chemicals and Pesticides in International Trade in 2010. 
This regulation promotes shared responsibility and cooperative efforts in the international movement of hazardous chemicals in order to protect human health and the environment from potential harm and also contribute to the environmentally sound use of hazardous chemicals.
Submission of import responses to the Secretariat (Art. 12) - for 2018 Albania has made three reporting in the Rotterdam Convention (RC).
The European Commission act as a common designated authority for the administrative functions of the Convention with reference to the PIC procedure on behalf of and in close cooperation and consultation with all the designated national authorities of the Member States. 
[bookmark: _Toc142036562]2.4.5.2 Transposition Plan
Short Term (2024 - 2026)
The EU chemical legislative framework is constantly developing. Addition of new substances or other changes to the EU regulation since the last amendment of the Albanian legislation will be investigated during the first half of 2024 and amendments made as appropriate. Saktesimi i kodeve te kimikateve nga zyra e kimikateve prane NEAs
Mid Term (2027-2030)
Due to the direct applicability of the PIC Regulation, national legislation resulting from the harmonization with the Rotterdam Convention will be repealed from the date of accession.
KEMI support for the development of the Helpdesk and communication of the Chemical Office for this regulation.
[bookmark: _Toc142036563]2.4.5.3. Implementation
From September 2022 the DNA for PIC procedure is the Chemical Office (CO) near NEA. 
 The DNA is responsible for sending export notifications and implementing PIC procedure, submitting the import responses for chemicals under PIC Procedure to Convention Secretariat, communication with the Secretariat and fulfilling other obligations under Convention;
The online Questionnaire for Exchange of information on the implementation of Articles 11, 12, 13 and 14 of the RC and information on exports, export notifications and on information exchange, has been submitted for 2020. 
Law no. 27/2016” On chemicals management”, foreseen penalties and has defined specific fines applicable.
Implementation plan for Regulation (EC) No 649/2012
Short Term (2024 - 2026)
Fulfilment of the obligations of the Convention such as reporting. This will be the responsibility of the Sector of chemicals at NEA.
Customs Authorities 
- control the export and import of chemicals for which export or placing on the market are restricted under this law and its pursuant regulation; and 
- monitor exporters and importers regarding the implementation of the provisions on export notification and explicit import consent or acknowledgement of receipt according to this law, its pursuant bylaw and the law no.10277, of 13.05.2010 on the ratification of the Rotterdam convention.
To ensure monitoring and how procedures foreseen in this decision are implemented, including, information given from customs control, violations, penalties and measures taken, DNA shall prepare a report every 3 years. A summary of this report shall be published on the Ministry’s website. Point 6, specifies that DNA shall define the relevant formats to collect information from control authorities, producers and importers, according to this decision and make them available, free of charge, on the Ministry’s website.
Capacity building of the sector is needed for the implementation of the legislation in this field  It refers to both, chemicals and environmental inspectorate.
Mid Term (2027-2030)
Legal measures to enable direct implementation of PIC Regulation after the accession will be prepared in due time before the accession (Drafting and adoption of the legal act where DNA under PIC Article 4, authorities responsible for controlling of export and import under PIC Article 18, and enforcement arrangements including penalties under PIC Article 28, will be legally established). 
Due to the direct applicability of the PIC Regulation, national legislation resulting from the harmonization with the Rotterdam Convention will be repealed from the date of accession.
KEMI support for the development of the Helpdesk and communication of the Chemical Office for this regulation.

2.4.6 Regulation (EC) No 1272/2008 on classification, labelling and packaging (CLP)
[bookmark: _Toc142036573]2.4.6.1 Transposition
The level of alignment with the CLP  regulation is considered well advanced where most of the articles are transposed to the national legislation through the DCM no. 488 date 29.06.2016 "For classification, labelling and packaging of chemicals” and the Law no. 27/2016, date 17.03.2016 “On chemicals management”.
EU centralized procedures have not been transposed into the national legislation since they cannot be implemented before the accession.
Most of the chemical products on the Albanian market are imported. 
The fully harmonized provision are as follows: classification criteria, cut-off values, specific cases requiring further evaluation, decision to classify substances and mixtures, specific rules for the classification of mixtures, review of classification for substances and mixtures; classification of substances included in the classification and labelling inventory;
Also in the Albanian legislation for the classification, labelling and packaging of the chemicals are foreseen general rules, product identifiers, hazard pictograms, signal words, hazard statements, derogations from labelling requirements for special cases.
Packaging, Harmonization of classification and labelling of substances
A national register of chemicals (database) needs to be established to give a clear overview of chemicals andchemical products placed on the national market, imported, and exported.
[bookmark: _Toc142036574]2.4.6.2 Transposition Plan
Short Term (2024 - 2026)
A further  harmonization with the CLP upon a review of amendments to the Regulation following the publishing of the national legislation. The review is planned for the first half of 2024.
[bookmark: _Hlk139465384]The CLP regulation is currently under revision as part of the implementation of the EU chemicals strategy for sustainability. The outcome of this revision should be reviewed, and appropriate amendments made to the national legislation. Depending on the progress of the revision this may be a mid-term action.
Establishment and functioning of the national chemicals’ registry.
Mid Term (2027-2030)
The EU chemical legislative framework is constantly developing. The yearly adaptations to technical progress (ATP) or other changes to the CLP will be monitored and the national legislation amended as appropriate. 
[bookmark: _Toc142036575]2.4.6.3. Implementation
The implementation of this regulation is quite good especially on the labelling procedures.

For the correct hazard classification of substances and mixtures - art 8, 9 DCM No. 488 of 19.06.2016 “on Classification, Labelling and Packaging of Chemicals.

Regards to: Establishing a mechanism to ensure that all substances are classified, labelled, notified and packaged appropriately - art 8, of the law no.27/2016 on chemicals management, has established obligations for chemicals producers and importers,  to classify chemicals before their placement on the market.
Placing on the market of chemicals that do not comply with the obligations stipulated in this law and bylaws arising from this law on the classification, labelling and packaging, is prohibited.
Manufacturers and chemicals importers are obliged to classify chemicals before placing them on the market, in accordance with the provisions laid down in the decision on CLP.
The manufacturers, importers and suppliers are obliged to label and package chemicals in accordance with the provisions stipulated in this law before placing them on the market in such a way that the substances and mixtures within the packaging to not pose a risk to human health and the environment during use, handling, storage or transport.
Packaging of hazardous chemicals must contain the chemical trade name, the name of the hazardous substances contained in the mixture, the name and address of the chemical supplier, the chemical quantity contained in the packaging, the hazard pictograms and the text describing chemical hazardous properties.
The content of the label should be in Albanian language. Council of Ministers, with proposal of the Minister, approves the decision which lays down rules on classification. 

The regulation applies to all chemical substances; not only those used in industrial processes but also in our day-to-day lives, for example in cleaning products and paints. Therefore, the regulation has an impact on many companies in Albania.
The notification obligation under CLP requires manufacturers and importers to submit classification and labelling information for the substances they are placing on the market to the C&L Inventory held by ECHA. Albanian companies cannot notify before the accession and will need an adaptation mechanism to provide them with sufficient time to fulfill their obligations after the accession.

Implementation plan for Regulation (EC) No 1272/2008
Short Term (2024 - 2026)
Establish an inter-sectoral committee  to facilitate the coordination between the entire stakeholders’ (institutions) which is foreseen in the Law 27/2016.
Capacity building measures to strengthen the capacities of the Chemicals Office and responsible inspections bodies. 
Establishing of the official helpdesk, functioning of the registry, training of the competent authority staff and, especially inspectors on application of the classification and labeling rules in practice. Awareness raising regarding classification and labelling. Training of chemicals importers and chemical substance manufacturers on application of the  classification and labelling rules, preferably organised by the Chamber of commerce or other organisations representing economic operators engaged in chemicals import from outside the EU and domestic production of chemicals.
Mid Term (2027-2030)
Regarding legal measures:
Full harmonization with the CLP Regulation is not feasible, since it comprises parts that require the EU membership to be implemented.
National legislation developed with the aim to provide for harmonization with CLP will be amended in the future to provide for the alignment with the respective amendments of CLP and ATPs to CLP.
Legal measures to enable direct implementation of CLP after the accession will be prepared in due time before the accession (Drafting and adoption of the legal act by which the CA under CLP, Helpdesk, Authority responsible for receiving information relating to emergency health response, as well as enforcement arrangements, list of offences and penalties for noncompliance, will be legally established). 
Due to the direct applicability of the regulation, national legislation resulting from the harmonization with CLP will be repealed from the date of accession. 

[bookmark: _Toc53131978][bookmark: _Toc142036566]2.4.7 Regulation (EC) No 1907/2006 (REACH)
[bookmark: _Toc142036567]2.4.7.1 Transposition
The Albanian legislation is partially aligned with REACH Regulation (20 %) through the following legal acts: 
· Law No. 27/2016, date 17.03.2016 “On chemicals management”  
· DCM No. 489, of 29.6.2016 “On the approval of the list of  substances of very high concern (SVHCs) and of the criteria for inclusion of substances in the SVHC list and the issuance of a conditional authorization in order to continue to use SVHCs” 
· DCM No. 9 of 9.01.2019 “On detailed rules and methods to carry out the chemical safety assessment, as well the specific requirements, content and the format of Safety Data Sheet (SDS)”;
· DCM No. 319 of 15.05.2019, “On restrictions on the manufacture, placing on the market and use of certain chemicals and certain dangerous articles”;
· DCM No. 222 of 7.4.2021 “On approval of the list of the candidate substances”. 
EU centralized procedures cannot be transposed into the national system before the accession.
The method of chemical safety assessment (CSA) and the corresponding data requirements are prescribed in the Albanian legislation for purposes of industry preparation for compliance with REACH-requirements for authorisation and REACH restrictions.  
[bookmark: _Toc142036568]
2.4.7.2 Transposition Plan
Short Term (2024 - 2026)
The Law and DCMs transposing the EU regulation are based on the latest consolidated version at the time when the legal acts have been prepared. A review of amendments made to the REACH since the national legal acts were developed is planned for the first half of 2024 .
National legislation developed with the aim to be partially aligned with REACH will be amended in the future to provide for the alignment with the respective amendments of REACH, namely with the amendments of ANNEX XIV and XVII and the Candidate List.
Approval of the national plan of chemical safety management. 
Establishment and functioning of the national chemicals registry (as for all regulation).
Approval of the Prime Minister Order on Establishment of the Inter-sectoral Committee on chemical security (the same as for PIC & CLP).

Mid Term (2027-2030)
The REACH regulation is currently under revision as part of the implementation of the EU chemicals strategy for sustainability. The outcome of this revision should be reviewed, and appropriate amendments made to the national legislation. 
Legal measures to enable direct implementation of REACH after the accession will be prepared in due time before the accession (Drafting and adoption of the legal act by which the CA under REACH, Helpdesk, as well as enforcement arrangements and penalties, will be legally established). 
Due to the direct applicability of the regulation, national legislation resulting from the harmonization with REACH will be repealed from the date of accession. 

[bookmark: _Toc142036569]2.4.7.3. Implementation
The practice of Safety Data Sheets must be well established as an instrument within industry and trade for the communication on chemicals hazards, risks, and risk management. 
Upon notification by the Customs Authorities, the environmental inspector is authorized to decide to impose measures to protect human health and/or the environment, such as prohibiting the import, placing on the market and/or stopping the transit in case of non-compliance with the Law on Chemicals Management.
Substance manufacturers and importers of chemicals from non-EU countries must be prepared for REACH-registration once Albania becomes the EU-member. 
There is a need for an adaptation mechanism for Albanian prospective REACH registration and duty holders ( manufacturers and importers) which should enable them to fulfill their REACH obligations
[bookmark: _Toc142036570]2.4.7.4 Implementation plan for Regulation (EU) No 1907/2006
Short Term (2024-2026)
[bookmark: _Hlk137987227]Training of chemicals importers and chemical substance manufacturers on application of safety data sheet rules in practice, preferably organised by the Chamber of commerce or other organisations representing economic operators engaged in chemicals import from outside the EU and domestic production of chemicals.
Awareness raising regarding the restrictions on the manufacture, marketing and use of chemicals, the authorisation-list, and the candidate list.
The further development of the official helpdesk and communication of the office of chemicals and the inter-ministerial committee on chemicals management, in accordance with the Law 27/2016 on chemicals.
Capacity building and further training of competent authority staff and inspectors on application of REACH rules in practice, including requirements on Safety Data Sheets, restrictions of  manufacture, marketing and use, authorisation, and communication requirements regarding content of substances in articles.

Mid Term (2027-2030)
The activities under the short term will have to continue in the mid-term.
Awareness raising for duty-holders regarding the REACH-registration requirements once Albania enters the EU.
Make information on enforcement activities available for the public.
[bookmark: _Toc142036571]2.4.7.5 Main challenges with implementation of Regulation (EU) No 1907/2006
The regulation applies to all chemical substances; not only those used in industrial processes but also in our day-to-day lives, for example in cleaning products, paints as well as in articles such as clothes, furniture, and electrical appliances. Therefore, the regulation has an impact on most companies in Albania.
The manufacturers and importers who must register in the REACH-system at accession have to be sufficiently prepared for the registration. The Accession agreement should define an  adaptation mechanism to give them time to benefit from the same data-access and data-sharing provisions that are available for the EU companies..
Summary of Chemicals Sub-Chapter
[bookmark: _Toc142036585]Transposition
An overview of National Albanian legal acts transposing the Chemicals subchapter is given in the table below.
	
	Directive 2010/63/EU
	Directive 87/217/EEC
	Regulation (EU) No 528/2012
	Regulation (EU) 2019/1021
	Regulation (EU) No 649/2012
	Regulation (EC) No 1907/2006
	Regulation (EC) No 1272/2008
	Regulation (EU) No 2017/852

	[bookmark: _Hlk137758918]Law No. 27/2016 On management of chemicals
	 
	x
	 
	 x
	x
	x
	x
	x

	DCM No. 488, dated 29.6.2016 On classification, labelling and packaging of chemicals
	 
	 
	 
	 
	 
	 
	x
	 

	DCM no 489 of 29.6.2016 On the approval of the list of substances of very high concern (SVHCs) and of the criteria for inclusion of substances in the SVHC list and the issuance of a conditional authorization in order to continue to use SVHCs
	 
	 
	 
	 
	 
	x
	 
	 

	[bookmark: _Hlk137984722]DCM no. 665, dated 21.9.2016 On the export and import of hazardous chemicals
	 
	 
	 
	 
	x
	 
	 
	 

	DCM No. 9, dated 9.1.2019 On detailed rules and methods for carrying out of chemical safety assessment, specific requirements, content and format of safety data sheets
	 
	 
	 
	 
	 
	x
	 
	 

	DCM No. 319, dated 15.5.2019 On restrictions of production, market placing on the market and use of some chemicals and specific articles
	 
	 
	 
	 
	 
	x
	 
	 

	DCM No. 222, dated 7.4.2021 On the approval of the list of candidate substances
	
	
	
	
	
	x
	
	

	DCM No. 161, dated 19.2.2020 On the approval of the necessary rules for prevention and reduction of environmental pollution by asbestos
	 
	x
	 
	 
	 
	 
	 
	 

	Law No.10 277, dated 13.5.2010 On the accession of the republic of Albania to the convention of Rotterdam "on the procedure for notification of preliminary consent for some hazardous chemicals and plant protection products in international trade”
	 
	 
	 
	 
	x
	 
	 
	 

	Law No. 9263, dated 29.7.2004 On ratification of the "Stockholm convention" on persistent organic pollutants
	 
	 
	 
	x
	 
	 
	 
	 

	DCM No. 360, dated 29.4.2015 On the approval of the list of persistent organic pollutants and definition of measures for production, import, marketing and their use
	 
	 
	 
	x
	 
	 
	 
	 

	DCM No. 505, dated 29.8.2018 Approval of the national action plan for ending use and elimination of persistent organic pollutants (POPs)
	 
	 
	 
	x
	 
	 
	 
	 

	Law No. 7/2020 On the ratification of the Minamata convention on mercury
	 
	 
	 
	 
	 
	 
	 
	x

	DCM No. 442, dated 26.6.2019 On the approval of the rules on prohibition of export of metal mercury, certain compounds and mercury mixtures, safe storage of metal mercury and specific criteria for storage of metal mercury considered as waste
	 
	 
	 
	 
	 
	 
	 
	x

	Law no. 10 431/2011 Environmental protection
	 
	 
	 
	x
	 
	 
	 
	 

	Law no. 10463/2011 Integrated waste management
	 
	 
	 
	x
	 
	 
	 
	 

	Law No. 95/2015 On public health services and biocidal products
	 
	 
	x
	 
	 
	 
	 
	 

	DCM No. 487, dated 29.6.2016 On biocide product classification
	 
	 
	x
	 
	 
	 
	 
	 

	DCM no. 553, dated 27/07/2016 on the composition, manner and functioning of the biocidal products’ authorization commission
	 
	 
	x
	 
	 
	 
	 
	 

	DCM No 933, dated 25.11.2020, Definition of the rules for the evaluation criteria of biocidal products and the procedure for authorization for placing them on the market 
	 
	 
	x
	 
	 
	 
	 
	 



 

Challenges
Currently, chemicals management faces the following challenges:
Drawing up a strategy or a national action plan for the safe management of chemicals.
Creation of a unified national register of chemicals.
Increasing the awareness of users, interest groups, and consumers of instructions and safety measures for protection against chemicals.
For the Chemical subchapter the priority measures for the management of chemicals are:
Preparation and approval of the National Plan for the Safe Management of Chemicals;
Completion of secondary legislation pursuant to law no. 27/2016;
Strengthening the capacities and implementation of national legislation in the field of chemicals.
Increasing the awareness of consumers, vulnerable groups and workers regarding exposure to hazardous chemicals, products and articles that contain them.
Enforcement
Directory of Inspection and Control for Environment at NEA, is the responsible structure for enforcement of the provisions of the law 27/2016 and respective bylaws, concerning the obligations of manufacturers, downstream users and importers of chemicals;
Control whether chemicals and certain articles are classified, labeled and packaged in accordance with the law 27/2016 and the respective implementing decisions, before they are placed on the market;
· There is no dedicated staff on chemical inspections. 
· Inspectors’ professional capacities and expertise need to be strengthened further. 
· The current budget available for operational services need to be strengthened to meet the needs of the sector. 
· Limited financial resources create difficulties for environment inspectors to achieve efficient enforcement of the legislation, and this relates to all the control areas for which the structure is responsible.
Inspection is carried out in compliance with the law No. 10 433, dated 16.06.2011 “On Inspection in the Republic of Albania and specific legislation. NEA (environmental inspectorate) investigates major accidents in compliance with the Inspection’s law and the specific legislation on environmental inspection. NEA examines the Safety Reports in accordance with the legislation on environmental permits.
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