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Выступающий
Заметки для презентации
Human are exposed towards chemicals via different routesWorker are exposed at their work placeConsumers are exposed via the products they useE.g. for personal careOr through emissions from products in their housesHumans are also exposed via the environment through AirFoodDrinking water
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Выступающий
Заметки для презентации
Substances where we or the environment are exposed to are relevant and need to be assessed and regulated if necessary.Different regulations exist in Europe and to regulateThe use of the chemicals to produce the various productsThe protection of the workerThe emission to the environmentEither direct to air orTo waste water and via different treatment facilities to surface waterVia application of sludge to soil and groundwaterOr to regulate waste treatment Depending on where you look atFrom industey side >> and their emissions From environmental side, worker or consumer side >> and their exposure towards chemicalsDifferent data are necessary to assess if regulation is needed
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Different regulations are needed 

Hazard characterisation  
Information on Uses and  

Exposure characterisation 
of chemicals are necessary 
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Выступающий
Заметки для презентации
The data you need are dataTo characterize the hazards for human health and the environmentInformation on uses and exposure to know where the substance is probabely emitted and how the substance behaves in the environmentAnd you need criteria to decide if regulation is needed



• UBA    
Немецкий федеральный ведомство по защите 
окружающей среды 
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Federal States Authorities 

Ministry for the Environment,  
Nature Conservation, Building 
 and Nuclear Safety (BMUB) 

Environment  
Agency 
(UBA) 

Agency  
for Nature  

Conservation  
(BfN) 

Office for  
Radiation  
Protection 

 (BfS) 
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Environmental Management in Germany 

REACH – Regulation of Chemicals in the EU 

Ме
жд
ун
ар
од
ны
й  

на
уч
но

-пр
акт
ич
еск
ий

  

сем
ин
ар

 «Н
ац
ио
на
ль
ны
е к
он
сул
ьта
ци
и 

по
 ра
ци
он
аль
но
му

 ре
гул
ир
ов
ан
ию

  

хи
ми
че
ско
й п
ро
ду
кц
ии

»

Выступающий
Заметки для презентации
The Ministry for the Environment is responsible within the Federal Government for leading and managing national environmental policy. The Federal Environment Ministry's is supported by three federal agenciesthe Federal Environmental Agency (Umweltbundesamt), the Federal Agency for Nature Conservation (Bundesamt für Naturschutz) and the Federal Office for Radiation Protection (Bundesamt für Strahlenschutz). In accordance with the German Constitution, the Länder are entrusted with the task of enforcing environmental legislation. Manuel Lesch - Deutschland Karte XVI kunstkopie.de



German Environment Agency - Tasks 
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Выступающий
Заметки для презентации
Our work centers around Gathering data concerning the state of the environmentInvestigation the relevant interrelationships and making projectionsAnd then, based on these findingsProviding federal bodies, such as the Ministry of Environment, with policy advice.We also provide the general public with information and answer their questions on issues we address.Apart from these activities, we implement environmental law by making shure that it is applied.Our activities are set down in the law that established our agency 40 years ago
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Выступающий
Заметки для презентации
Here at the UBA, we employ experts such as biologists, chemists, economists, lawyers and engineers from all ecology related disciplines – the goal is to examine environmental issues from all sides and develop viable solutions.We have around 1,500 employees spread across 13 sites, seven of which are monitoring stations in our own air quality tracking network. 



Mission of the German Environment Agency: “Für Mensch und Umwelt” 
“Для людей и для окружающей среды“, “For our environment” 

Main Task: To ensure that citizens have a healthy environment where they are protected 
against air, water and other pollutants 
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Выступающий
Заметки для презентации
Our overarching mission is early detection of environmental risks and threats so that we can assess them and find viable solutions for them in a timely manner. As Germanys main environmental protection agency, our task is to ensure that our citizens have a healthy environment where they are protected against air, water and other pollutants to the greatest extent possible.The UBA is composed of five specialized environmental divisions, plus our General Services Division.For this project especially the Divisions IV, III and II are relevant. I work in Division IV



Department IV 2 
Pharmaceuticals, Chemicals, Environmental Testing 

Department IV 1 
International Aspects, Pesticides 

Section IV 1.1 
International Chemicals Management 

Section IV 1.2 
Biocides 

Section IV 1.3 
Plant Protection Products 

Section IV 1.4 
Health Pests and their Control 

Section IV 2.1 
Information Systems on Chemical Safety 

Section IV 2.2 
Pharamceuticals, Washing and Cleansing Agents 

Section IV 2.3 
Chemicals 

Section IV 2.4 
Substances Hazardous to Water –  

Ecotoxicological Laboratory 

Section IV 2.5 
Trace Analysis, Artificial Ponds and Streams 

Coordination Group 1 
Ecotoxicology and 
Bioaccumulation Coordination Group 2 

Environmental 
Exposure and 
Degradation 
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Devision IV - Chemical Safety 
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Выступающий
Заметки для презентации
Divison IV assesses the Chemical SafetyChemicalsThe main European chemical law is the REACH regulation, which stipulates that for industrial chemicals a registration dossier has to be submitted to the European Chemicals Agency (ECHA). It falls to the European member states to evaluate such dossiers and identify particularly hazardous chemicals (substances of very high concern).The data on substance properties, hazards, uses, exposure, classification and labeling from the registration dossiers are stored in a big database at ECHA in Helsiki. Pesticides and biocidesPlant protection products  are subject to government approval before use. As they are released directly into the environment and contain chemicals that are designated to be toxic.Biocides, which kill or ward off pests in non-agricultural settings, are also subject to government approval. Biocides are used to fight organisms that are potential vectors of diseases or to protect materials against corrosion by fungi and other organisms.From a public health standpoint, it is crucial to have a sufficient variety of effective products and procedures on hand to prevent the spread of diseases brought on by cockroaches, ticks and other pests. We test the efficacy of pest control products and procedures as prescribed by law ruling out at the same time the possibility of any unacceptable environmental impact.Pharmaceutical drugsPharmaceutical drugs are intended to keep humans and animals healthy. However, as they are highly bioactive substances, their residues can potentially have undesirable effects on the environment. In the context of the approval process, we determine the nature of such effects and promulgate environmental protection rules.Detergents and cleaning agentsBecause they are so widely used and can potentially be incorporated into the water cycle, detergents and cleaning agents are governed by a specific set of regulations and must meet particularly high biodegradability standards for water bodies and sewage treatment plants.Substances hazardous to waterIt is essential that safety precaution in technical installations is taken for substances that are hazardous to water. This is necessary to avoid that they harm our water resources. The risk classes that we define for these substances constitute an additional safety measure in this regard.DatabasesWe provide support for the Joint Substance Data Pool of the German Federal Government and the German Federal States (GSBL), which now contains more than 309,000 datasets for querying purposes. Part of this database is known as the Gefahrstoffschnellauskunft (GSA) which is widely used in case of emergency to get information on risks.Artificial stream and pond system (FSA) and labOur Artificial stream and pond system (FSA) in Berlin-Marienfelde is a highly sophisticated and large scale testing facility comprising man-made streams, rivers, ponds, lakes and lake-like lowland rivers that are stocked with the aquatic biota normally found in such water bodies. The FSA, which counts among the largest model ecosystems (mesocosms), enables to make connections between field studies and lab tests. The FSA is connected with an analytical chemical lab for ecotoxicological testing, where we investigate the environmental impact of chemicals.International chemical safetyWe also participate in the drafting of chemical safety rules and measures at the international level.This is where I workExperts from international chemicals management and Information systems support the project directly. 



• Reach - Directive    
Предписание закона ЕС относительно 
химических веществ  
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REACH-Regulation (EC) No. 1907 / 2006 
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REACH – Main Instruments 

• Registration needs to assess all available information,  
hazards and risks 

• With a registration, companies prove the safe use for the whole  
life-cycle of a substance ( Chemical Safety Report CSR) 

• Evaluation is the task of the Member State Competent Authorities (MSCA) to 
verify the quality of registrations and assessment 

• At least 5% of all registered dossiers are compulsory checked for compliance 
by the European Chemicals Agency (ECHA) 

• Member States select certain substances for substance evaluation (SEv), and 
nominate them for the Community Rolling Action Plan (CoRAP) 

• Authorisation and Restriction are legal instruments to minimise risks 
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REACH Regulation article 1 – Aims of the regulation 

• Ensure a high level of protection of human health  
and the environment  

• Progressively substitute Substances of Very High 
Concern (SVHC) with suitable safer substances 

• Responsibility to demonstrate safe use lies with the 
industry 

• Ensure the free circulation of substances on the EU 
market 

• Enhance competitiveness and innovation of the 
industry 

• Achieve sustainable development for the chemicals 
sector 

• Promote the development of alternative methods 
for the assessment of hazards of substances 
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Выступающий
Заметки для презентации
Shift of paradigmDirect law, no transposition required;Manufacturers, importers and downstream users need to ensure that they manufacture, place on the market or use only such substances that do not adversely affect human health or the environment ;Intention is the safe use through the product-chain and the complete life-cycle.



Registration of Chemicals under REACH 
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PRE-REGISTRATION up to 01-12-2008 
   (phase-in Substances, > 1 tonne/year) 

REACH takes effect on 01-06-2007 

REGISTRATION starting 01-06-2008 

2007 2008 2010 2013 2018 

100-1000 t/a 

1-100  t/a 

> 1000 t/a 

Environment (R 50/53 acc. to RL 67/548/EWG) 
Health (CMR) 

REGISTRATION DEADLINES 

   (non-phase-in Substances) 

Phase-in Substances: either in the market before 1981 or listed in the No-Longer-Polymer-List (definition of Polymers was narrowed);  
Non-phase-in Substances: all others (e.g. substances placed in the market after 1981); 

(all) (all) 

fotolia.com 
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What does REGISTRATION mean under REACH ? 
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• The owner of a chemical (Registrant) notifies his 
wish to place a chemical on the European  
market to the EU Chemicals Agency (ECHA). 

• The Registrant provides a dossier with data on 
identification, uses, properties, health and 
environmental behaviour ( IUCLID 6). 

• The dossier provides the proof for safe use. 

• The extent of data is dependent on the yearly 
tonnage and certain risk indicators.  

• 5 % of all registrations are checked for data 
compliance. 

• All substances are screened for hazardous 
properties and possible further regulatory 
measures. 

Registration under 
REACH is 

something 
different than … 

 
 

Registration for 
pesticides, 

biocides, and 
pharmaceuticals 
(~ Authorisation) 
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Regulatory Options 
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• Chemical Safety Assessment 
• Identification as substance of  

very high concern (SVHC) 
• Authorisation 
• Restriction 

 
• Classification and Labelling 
• Industrial Emission Directive (IED) 
• Product Regulations (e.g. for toys) 
• EU Water Framework Directive (WFD) 
• Workers Protection Legislation 
• Restriction of Hazardous Substances Direction (RoHS) 
• International (Environmental Agreements, e.g. POP-Convention) 

 

Risk or Concern? 

 Regulatory 
Measures 

What is the most 
suitable measure? 
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Identification of Substances of Very High Concern (SVHC) 
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… meeting the criteria as CMR category 1A or 1B; 
 

… are persistent, bioaccumulative and toxic in accordance with the criteria set 
out in Annex XIII (PBT-Substances); 

… are very persistent and very bioaccumulative in accordance with the criteria 
set out in Annex XIII (vPvB-Substances); 
 

… having endocrine disrupting or PBT or vPvB properties (but not fulfilling the 
criteria) for which there is scientific evidence of probable serious effects to 
human health or the environment which give rise to an equivalent level of 
concern. 

Article 57 a) – f) of the REACH Regulation 

Substances of  
very high concern  

SVHC 
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Registrations

Substances

REACH Regulation – Information on chemicals 

• 20.318 Substances registered (May, 13th 2015) 

• 41.718 Registration dossiers  

• 26 % from German Companies 

• 163 Substances of very high concern identified  
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• Center for Registration 
• Review and Evaluation of Registration 

Dossiers 
• Screening for SVHC 

ECHA  
European Chemicals Agency 

National Authorities 

Local Authorities 

• Substance Evaluation 
• Screening and Identification of substances 

of very high concern (SVHC) 
• Proposals for restriction 
• Nominates Members for MSC, RAC, SEAC, 

and FORUM 
 

• REACH enforcement 

Companies 

• Registration of substances 
• Responsible for safe use 
• Communication in the supply chain 
• Application for authorisation 

 EU-Commission • Decision-making 
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REACH-stakeholders 
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Выступающий
Заметки для презентации
Nationale und Lokale Behörden Wer / welche Behörde konkret ist in Ihrem Land die Member State Competent Authority? Wer ist Ansprechpartner? Haben Sie Mitglieder in die verschiedenen Committees (MSC, RAC, SEAC) entsendet?Wer ist für die Überprüfung der Industriebetriebe vor Ort zuständig?



REACH-stakeholders 
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Committee for  
Risk Assessment 

(RAC) 

 
Member State  

Committee (MSC) 
 

 Committee for  
Socio-economic  
Analysis (SEAC) 

Forum 

 
 

Европейское  
химическое  

агентство 

REACH – Regulatorische Maßnahmen der Behörden 

Helsinki 
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Выступающий
Заметки для презентации
RACprepares the opinions of ECHA related to the risks of substances to human health and the environment in the following REACH and CLP processes. The final decisions are taken by the European Commission.MSCThe Member State Committee (MSC) participates in several REACH processes such as evaluation and authorisation. The MSC is responsible for resolving divergences of opinions among Member States and on proposals for the identification of Substances of Very High Concern (SVHCs).SEACprepares the opinions of ECHA related to the socio-economic impact of possible legislative actions on chemicals in the following REACH processes. The final decisions are taken by the European Commission.ForumThe Forum for Exchange of Information on Enforcement (Forum) is a network of authorities responsible for the enforcement of the REACH, CLP and PIC regulations in the EU, Norway, Iceland and Liechtenstein.
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BAM 
Physical-chemical  

Properties 

BAuA, Div. 4 
Safety and  

Health Care for  
Employees 

UBA 
 Environment 

Federal States 
Enforcement within the 

Companies 

BAuA 
Federal Chemistry  

Agency (BfC) 
Helpdesk 

Coordination 

REACH – Regulatorische Maßnahmen der Behörden 

BfR 
Human Health and  

Consumer Protection 
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REACH-stakeholders in Germany 

Federal Institute for  
Risk Assessment  

Federal Agency for  
Occupational safety and health 

Federal Environment  
Agency 

Federal Agency for 
Material Testing 
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REACH Regulation - Key activities UBA 
• Screening, assessment and identification of substances for which regulatory 

activities are necessary 

• Preparing regulatory activities (e.g. Annex-XV-dossiers) 

• Substance evaluation  - environment  

• Developing assessment methodologies and guidelines, e.g.  

− PBT-assessment 

− Development of criteria for endocrine disruption 

− Use of (Q)SAR and read across 

− Ecotoxicological assessment  

− Analysing environmental releases and exposure 

• Providing information for the public  
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Выступающий
Заметки для презентации
Beteiligen Sie sich am Screening Prozess?An der Stoffbewertung?An der Identifizierung von SVHC? Wer könnte sich an der Weiterentwicklung von Bewertungsmethoden beteiligen? Gibt es Universitäten, Consultants die Sie unterstützen können?Welche Informationen stellen sie der Öffentlichkeit zur Verfügung? Gibt es hier eine Kommunikationskultur? Wie ist das Interesse der Öffentlichkeit?



REACH Regulation – Data sources for daily work 

• Use of data from 
Registration dossiers, 
stored with ECHA 

• Use of national and 
international data 
bases 
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• Other EU Regulations    
Дальнейшие регламенты ЕС 
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REACH – Regulation of Chemicals in the EU 
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Biocide directive 
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REACH – Regulation of Chemicals in the EU 
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https://echa.europa.eu/regulations/biocidal-products-regulation 
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Regulation for Metalls under REACH 

R 7.13-2 Environmental risk assessment for 
metals and metal compounds 
• For metals as single ions and in salts 
• For pure metallic forms, alloys and corrosion 

products 
• Not valid for organic metallic compounds 

 
• Special metal properties are considered  
• Chapter for exposure- and effect assessment 
• Chapter for risk assessment (PEC /PNEC) 
• Tamplates for: assessment of e.g. Cu, Zn, Ni 
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REACH – Regulation of Chemicals in the EU 
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Выступающий
Заметки для презентации
Due to their special properties there is an environmental risk assessment for metal compounds



• Summary    
Резюме 
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REACH – Regulation of Chemicals in the EU 
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Предписание закона ЕС относительно химических веществ  
REACH (EG 1907/2006) 
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• Цели REACH 
− высокий уровень защиты человеческого 

здоровья и окружающей среды 
− принцип предотвращения опасности 
− замещение опасных  химических 

веществ и сокращение их  использования 
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REACH – Regulation of Chemicals in the EU 
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Выступающий
Заметки для презентации
REACH is a regulation of the European Union, adopted to improve the protection of human health and the environment from the risks that can be posed by chemicals, while enhancing the competitiveness of the EU chemicals industry. It also promotes alternative methods for the hazard assessment of substances in order to reduce the number of tests on animals.



Предписание закона ЕС относительно химических веществ  
REACH (EG 1907/2006) 
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REACH – Regulatorische Maßnahmen der Behörden 

• Новая роль предприятий 
− оценка степени риска для человеческого 

здоровья и окружающей среды 
− идентификация  свойств опасных 

химических веществ 
− информация о безопасности должна 

передавать на предприятий каторые 
перерабатывают производенный 
продукт 

11.05.2017 Minsk, Chemicals Register in Belarus 

Ме
жд
ун
ар
од
ны
й  

на
уч
но

-пр
акт
ич
еск
ий

  

сем
ин
ар

 «Н
ац
ио
на
ль
ны
е к
он
сул
ьта
ци
и 

по
 ра
ци
он
аль
но
му

 ре
гул
ир
ов
ан
ию

  

хи
ми
че
ско
й п
ро
ду
кц
ии

»

Выступающий
Заметки для презентации
REACH is a regulation of the European Union, adopted to improve the protection of human health and the environment from the risks that can be posed by chemicals, while enhancing the competitiveness of the EU chemicals industry. It also promotes alternative methods for the hazard assessment of substances in order to reduce the number of tests on animals.



Предписание закона ЕС относительно химических веществ  
REACH (EG 1907/2006) 
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REACH – Regulatorische Maßnahmen der Behörden 

• Новая роль государственных органов & 
ECHA (Европейское химическое агентство) 

− Поддержка предприятий  инструкциями,  
инструментарием и  методами. 

− Идентификация химических веществ,  
использование которых необходимо 
регулировать  

− Инициирование и организация 
необходимых  мероприятий 
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Выступающий
Заметки для презентации
REACH is a regulation of the European Union, adopted to improve the protection of human health and the environment from the risks that can be posed by chemicals, while enhancing the competitiveness of the EU chemicals industry. It also promotes alternative methods for the hazard assessment of substances in order to reduce the number of tests on animals.



ECHA -Homepage 

REACH – Regulatorische Maßnahmen der Behörden 
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https://echa.europa.eu/en/home 
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• Люди подвергаются воздействию химических веществ  различными путями:  
во время работы, через потребительские товары, через окружающую среду 
и т. д. 

• В зависимости от цели необходимы разные данные: 
Безопасное рабочее место, устойчивые и здоровые потребительские 
товары, экологически безопасная промышленность, чистые реки и т. д. 

 

• UBA играет важную роль в области охраны окружающей среды и здоровья на 
национальном и международном уровнях 

• UBA готов оказать поддержку наращиванию потенциала Беларуси, 
например,Проектов сотрудничества, обмена персоналом. 
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Принимать домашние сообщения 

REACH – Regulation of Chemicals in the EU 
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Выступающий
Заметки для презентации
Take home Messages Humans are exposed to chemicals via different routes: during work, via consumer products, via environment, etc.Different data are needed depending on the purpose: �safe workplace, sustainable and healthy consumer products, environmentally friendly industry, clean rivers, etc.UBA is an important player in environmental and health protection at national and international levelUBA is ready to provide support to Belarus- capacity building, e.g. by cooperation projects, exchange of staff
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Dr. Stefan Kacan 

Stefan.Kacan@uba.de 
Umweltbundesamt (UBA) 
Fachgebiet IV 2.3 Chemikalien 
Wörlitzer Platz 1 
06855 Dessau-Roßlau 

www.reach-info.de/ 
www.umweltbundesamt.de/en 

Благодарю за внимание! 
Thank you for your attention! 
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