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Disclaimer

The document solely represents its authors’ views on the subject matter; views which have not been adopted or in any
way approved by the German Ministry for the Environment, Nature Conservation, and Nuclear Safety, as well as the
German Federal Environment Agency and which should not be relied upon as a statement of the Federal Ministry’s or
the Agency’s or each its services views. The Federal Ministry, and the Federal Agency do not guarantee the accuracy of
the data included in the report, nor do they accept responsibility for any use made thereof.
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List of Abbreviations

BAT Best available techniques

BCF Biological Concentration Factor

BOD Biological oxygen demand

EINECS European Inventory of Existing Commercial Chemical Substances

ELINCS European List of Notified Chemical Substances

EPA Environmental Protection Agency (United States)

EU European Union

FSEH Federal State-owned Establishment of Public Health

GHS Globally Harmonized System

GLP Good Laboratory Practice

GN Hygenic norm/regulation

GOST State standard (Gosudarstvennyy standard)

MAC see PDS and PDK

MPC Maximum permissible concentration

MU Methodological Guidelines

OoDU Tentative allowed level (Orientirovochno dopustimyy uroven)
OECD Organisation for Economic Co-operation and Development
PDK Maximum allowed concentration (Predelno dopustimaya koncentraciya)
PDS Maximum allowed concentration (Predelno dopustimye sbrosy)

RosPotreb- Federal Service for the protection of consumer rights and well-being of humans (Federal-
Nadzor naya sluzhba po nadzoru v sfere sashchity prav potrebiteley i blagopoluchiya cheloveka)

RRPHCBS Russian Register of Potentially Hazardous Chemical and Biological Substances

SanPin Sanitary-epidemiological rules and norms (Sanitarnye pravila, normy | gigienicheskie nor-
mativy)

SDS Safety Data Sheets

TR Technicheski reglament (‘Technical reglament’ (regulations))

TU Technical Conditions

VNIRO Russian Federal Research Institute of Fisheries and Oceanography

WHO World Health Organization
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Editorial

Hazardous substances are a serious threat for human health and the environment and
particularly when reaching water bodies or seas, their management is mostly not any-
more subject to responsibility of one state alone. While inside the European Union, many
processes are on-going to streamline the activities in the member states for the protec-
tion of the environment from the dangers of hazardous substances, the cooperation with
non-member states, with different legislation on hazardous substances, as well as own
interests causes additional challenges for a joint protection of a shared water body. A
particularly vulnerable sea is the Baltic Sea — with a unique eco-system but vulnerable
to pollution due to its special geographic and hydro-morphological conditions being con-
nected to the ocean only through the extremely narrow Danish belts which hinder the
water exchange — surrounded by eight member states of the EU and the Russian Fed-
eration taking part in implementation of agreed EU environmental regulations.

Russian classification of hazards of chemicals substances differs largely from the EU,
especially with regard to environmental hazards which are not addressed by Russian
regulation. There is a lack of knowledge among the Russian scientific community and
other stakeholders about the environmental concerns as for instances laid down in the
EU Water Framework Directive and as background motivation for selecting certain sub-
stances under REACH. However, also vice versa there is a lack of knowledge at EU
stakeholders about the current Russian hazardous substance regulatory frame and re-
lated practices to reduce and/or control hazardous substances uses and emissions.

Efficient control and management of hazardous substances, however, can only be
achieved, if both sides speak the same language. As this document will show, there are
many seeming similarities between the European Union and the Russian Federation,
however, the background and the details are different, and over the past decades Euro-
pean Union policy makers have gone many steps further, e.g. acting preventively and not
to wait until scientific evidence proves the danger of a certain substance, just to mention
one crucial point. Although, there are clear signs, as we will see further on, that the cur-
rent legal framework in Russia in the process of fundamental revision, it will certainly still
remain in force for some years, and therefore in the following chapters, the current legal
background and its procedures of management of hazardous substances and ensuring
chemical safety will be explained for audience from the European Union, who seek for
cooperation with Russian stakeholders from public administrations and business. The
European in mind of the authors are respresentative of competent authorities of EU
members, as well as European institutions seeking for cooperation on reduction of cer-
tain hazardous substances (e.g. to the Baltic Sea environment), business partners from
trade and industry in need of understanding the Russian hazard classification system.

The document would like to provide background information for the EU reader to enable
them to understand the conceptual thinking behind the current Russian system of chemi-
cals saftety. It is not meant to be a gap analysis of the Russian system in comparison the
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European system and it does aim at proposing concrete changes for the new regulatory
framework.

The document will at certain points pay special attention to the St. Petersburg and the
surrounding Leningrad region, as some regional variations occur in a large country like
the Russian Federation. Recalling, that this document has been prepared in the light of
finding a common way to reduce the pollution from hazardous substances in the Baltic
Sea, this region in Russia consequently is of particular concern.

The remainder of this introductory chapter will set the frame and provide information
about the different legal acts governing chemicals safety, chapter 2 will provide informa-
tion about the responsibilities, the scope, and the procedure for registration of chemical
substances. Chapter 3 is dealing with the different necessary assessments of substanc-
es, and its procedures, while chapter 4 is documenting the current practices concerning
the classification of substances. Chapter 5 is then providing additional information about
Pollution prevention and control measures. The final Chapter 6 summarizes once more
the findings and lists the main conclusions that can be drawn, in comparison to European
legislation, procedures, and practices.

This document was prepared in the frame of an international project, “Capacity building
on hazardous substance management in North West Russia”, financially supported by
the German Federal Ministry for the Environment, Nature Conservation, and Nuclear
Safety and the German Federal Environment Agency.

We hope you find it useful

Heidrun Fammler

Baltic Environmental Forum Group
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1. Introduction

Ensuring chemical safety is considered as a priority issue in the Russian Federation
of strategic importance, as defined in «The foundations of the state policy for ensuring
chemical and biological safety of the Russian Federation for the period up to 2010 and
longer terms», approved by the President of the Russian Federation Vladimir Putin on
December 4, 2003. No Pr-2194. The policy is based on improving and strengthening of
the relevant institutions and the legal framework. The aim is to create a comprehensive
system providing for classification, forecasting, prevention, and elimination of chemical
and biological threats, as well as the management of emergencies resulting from chemi-
cal and biological factors. One of the major tasks in the improvement of the legal frame-
work is the harmonization of legislation of the Russian Federation in ensuring chemical
and biological safety with the provisions of international law, international treaties and
agreements, of which the Russian Federation is a part of.

The changes, however, are progressing slowly, and so far there is no common legal frame-
work on chemicals management issues. Up to now, the system on safe handling of substanc-
es and mixtures in Russia is governed by several laws and regulations that determine:

Approaches to hazard classification;Registration of substances;

Hygienic registration of mixtures and other products;

Rules of communicating hazard information to authorities and the general public
Rules related to the availability of hazard information (labelling and safety data sheets)
Maximum concentration limit values in the environment (MPCs);

Limited distribution in the territory of Russian Federation of certain groups of substances.

V. V V V Vv V

The foundations of the system are defined by the following legal acts:

> “Federal law of March 30 1999 No. 52-FZ “On sanitary and epidemiological wel-
fare of population” — deals with state registration of potentially hazardous chemicals
and biological substances, setting requirements on specific products, radioactive sub-
stances, industrial and household wastes as well as specific types of products import-
ed into the Russian Federation which are potentially hazardous for human health.

> “Federal Law of July 21 1997 No. 116-FZ “Industrial Safety of High-Risk In-
dustrial Facilities” is the only higher-level legal act dedicated solely to chemical
safety issues and concerns the declaration and appraisal of industrial safety at
industrial enterprises handling hazardous chemical substances (manufacturing,
storage, use and transportation) starting from certain amounts.

> “Federal Law of January 10 2002 No. 7-FZ “On Environmental Protection”
stipulating protection of the environment in manufacturing and use of chemicals as
pollutants - limits and regulations of allowable emissions and discharge of chemi-
cals, maximum concentration limit values, environment pollution fee.
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> “Labour Code of the Russian Federation” of December 30 2001 No 197-FZ stip-
ulating restrictions on industrial use of hazardous or dangerous substances, materi-
als or products having no developed methods and metrological control procedures,
and with respect to which toxicological (sanitary and hygienic, medical biological)
tests were not performed; occupational safety rules in using new substances etc.

> Federal law “On protection of consumer rights” of February 7, 1992 No. 2300-
1 stipulates requirements on the safety of consumer goods and services to human
life and health, property and the natural environment in case of normal handling.

> Federal Law of July 19, 1997 No. 109-FZ “On Safe Handling of Pesticides and
Agrochemicals”

> Federal Law of December 20 2004 No, 166-FZ “On Fisheries and preserving
aquatic biological resources” stipulates in Article 47 setting of a methodology
for the elaboration of the quality norms (MCPs) of fishery waters and also the ba-
sisi for the establishment of these MCPs.

In addition, details of the present system are given by national standards (GOST) and
hygienic rules (SanPiNs). The Federal Act “On Technical Regulation”, entering into force
in 2003, requires revision of the current standards system, e.g. replacement by ‘technical
reglaments’ (TR-s) by 1 July, 2010. The adoption of ‘technical reglaments’ has been very
slow, therefore in January 2010 changes were adopted in the law allowing the considera-
tion of foreign (particularly EU and Customs Alliance, i.e. Byelorussia and Kazakhstan)
Figure 1: Schematic institutional setup on Federal and Regional level (example St. Petersburg)
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regulations at the request of manufacturers.’ It is expected that in 2010 the first TR on
chemicals management are adopted, enforcing classification accroding to the Globally
Harmonized System (GHS) and safety passports (i.e. Safety Data Sheets, SDS).

A multitude of organizations is involved in chemicals safety and management of hazard-
ous susbtances on Federal, regional, and local levels. A full list with responsibilities can
be found in Annex V of this document. Figure 1 illustrates the responsibilities schemati-
cally and examplifies the case for St. Petersburg and the Leningrad region.

For the purposes of this document, only a small number of Ministries, and Federal Serv-
ices are of primary concern. These will be addressed in detail in the following sections.
Nevertheless it is important to keep in mind, that there are many other players involved,
This signifcantly contrubutes to the complexity of the topic in Russia.

Apart from using printed and electronically available information sources, this report has
been compiled based on past experience, discussions at the Baltic Sea Day 2009 and in
expert meetings in Tallinn in May 2009 and in Riga in November 2009 [1]. The main aspects
of the systems in place in the Russian Federation can be briefly summarized as follows:

> The current system of substance registration is complex, involves several assess-
ment steps and is focused towards the prevention of damage to human health.

> The aim of the registration is to ensure that negative effects are identified, danger-
ousness is defined by hazard classes and communicated respectively. Further-
more, MCPs are developed based on toxicological (and ecotoxicological consid-
erations in case of fishery waters).

> The setting of MPCs is carried out by different institutions for human health and
the fishery waters. There seems to be lack of cooperation between the authorities,
perhaps caused by the previously unclear legal position of fishery MPCs, which
was finally solved in the end of 2009.

> The extent of testing depends on available knowledge and also partly on risks
(information on production and uses) and testing methods and endpoints can be
regarded as similar to the EU. The following endpoints are considered and tests
are performed accordingly:

Human health

> Carcinogenicity, mutagenicity, reprotoxicity;

> Acute toxicity and chronic toxicity, including different effects on organs,
nervous system etc.;

> Skin irritation and corrosiveness;

> Eye damage and eye irritation;

> Sensitisation (skin and respiratory tract);

1 http://www.business-help.ru/news.php?id=89
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Environmental hazardousness

> Acute aquatic toxicity and chronic aquatic toxicity (long term testing)

> Biodegradability (persistence)

> Accumulation potential (BCF (Biological Concentration Factor) by testing ac-
cumulation in animals)

> The implementation of classification and labeling of GHS will contribute further to
an alignment of parameters to describe hazards of chemicals.

> Mixtures are subject to hygienic assessment, which could be based solely esti-
mating the hazards by the composition of the product, but preferably a simplified
testing approach for the mixture is used.

> Chemicals as well as safety data sheets are registered and certified for marketing
and use by authorities.

The Russian System of Chemicals Management | 13




2. Registration of substances

In accordance with the Russian Federation Law No 52-FZ of 30/03/1999 on “Sanitary
and Epidemiological Well-being of the Population” (Art. 43 concerning state registra-
tion of substances and products) and with the Government’s Decree about “State
Registration of Potentially Hazardous Chemical and Biological Substances” No 869
of 12/11/1992, in the Russian Federation a mandatory state registration of poten-
tially hazardous chemical and biological substances has been implemented in order
to prevent adverse effects on human health and the environment.

State registration is applied to all individual chemical and biological compounds pro-
duced and/or imported into Russia including those used as ingredients in the compo-
sition of end products. Substances having in their composition by-products produced
in the course of manufacturing or use are to be registered like individual substances?.
Production, import and use of unregistered substances is prohibited.

Since 1992 approximately 3,400 substances have been registered and are contained
in a respective registration database. However, about 15,000 substances have been
investigated prior to 1992, and those are considered as being registered as well [1].

2.1 Current institutional setup

The Federal State-owned Establishment of Public Health (FSEH) — Russian Register
of Potentially Hazardous Chemical and Biological Substances (RRPHCBS) is entrusted
by Rospotrebnadzor with the preparation of documents necessary for the state registra-
tion of chemical and biological substances. The institution is a National Correspondent
of the UNEP Chemicals programme.

The Federal State-owned Establishment of Public Health (FSEH)

RUSSIAN REGISTER OF POTENTIALLY HAZARDOUS

CHEMICAL AND BIOLOGICAL SUBSTANCES
ROSPOTREBNADZOR OF RUSSIA

2 Legislation is not further specifying the meaning of this clause, i.e. does it requires regis-
tration of impurities or unintentionally produced substances.

14 | The Russian System of Chemicals Management




The FSEH “RRPHCBS” is accredited:

> to conduct studies on toxicity and hazard assessment of substances;

> to provide comprehensive information about properties of substances, regulation
systems for safe handling of chemicals on the territory of the Russian Federation;

> to develop safety passports (i.e. Safety Data Sheets);

> to develop and maintain a database on substances handled on the territory of the
Russian Federation (database - Hazardous Substances). [2]

2.2. Scope of registration

Since 1992 substances which are imported or produced in the Russian Federation have
to be registered. In general, all substances are considered as ,potentially hazardous
substances®, and therefore are subject to registration. Excluded are pharmaceutical sub-
stances, pesticides and other plant protection products, agricultural, and forestry growth
regulators, there are, however, separate registration regimes (legislation) applying in-
stead. The registration and control of these substances falls under the authority of the
responsible ministries (e.g. Ministry of Agriculture). Substances used for the production
of weapons or warfare agents are also exempted [1].

Each substance needs to be registered only once and the registration costs have to be
borne by the first registrant only [1]. The substance is registered for a certain term, usually
for 3 years. Upon expiry of the certification term the registration procedure should be re-
peated. The renewal of the certification is justified based on scientific arguments, i.e. if new
data is available, this should be taken into account in MPCs and they may need revision.

Information on whether or not a substance is already registered can be obtained from the
database or requested from the registering authority. On its homepage, the RRPHCBS
lists recently registered substances (currently 509 entries) and substances, of which the
registration has expired (currently 635 entries) [2].

The database “Hazardous Substances” contains information about chemical compounds
which have passed state registration. It includes data about physical and chemical propertie,
toxicity and hazards to humans and the environment, and hygienic and environmental stand-
ards. It is available online at the RRPHCBS homepage, but its access is available for regis-
tered users for a fee (annual charges of a license are 20,000 Roubles or around 500 Euros).
Since 28 October, 2009 the database is registered as a National Database with registration
the number 2009620521. The database was down for maintainance purposes in late 2009/
early 2010 [2]. An example of the registry information is provided here in Annex .
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2.3. The registration procedure

The procedure of the state registration of a substances includes:

> the examination of documents submitted by applicants by the RRPHCBS, includ-
ing results of investigations, toxicological, hygienic and other assessments;

> the preparation of documents on the properties of substances under question and
subject to state registration by the RRPHCBS;

> the issuing of state registration certificates by the Federal Service for Surveillance
on Consumer Rights Protection and Human Well-being (RosPotrebNadzor). [2]

Companies having to register a substance have to provide information on its identity (name,
molecular structure etc.) and other information for the preparation of documents (see Chap-
ter 3.1). In principle, the system has similar features with EU registration scheme: an organi-
sation which wants to market a chemical substance will contract an accredited organisation
to carry out the assessment on a paid basis. Once the assessment is done, the applicant
presents the dossier to the RRPHCBS to prepare the registration documentation.

The assessment and compilation of the respective documentation can be done by any
accredited institution having access to accredited laboratories. The results of the assess-
ment contain information on hazardous properties of a substance (test results from lit-
erature as well as from newly performed studies, classification of substance into different
hazard classes) and measures to ensure safe handling together with proposed environ-
mental quality standards® (MPCs). The data collection and assessment of a substance
takes between 1 and 2 years [1].4

The information about the assessment of the substances is forwarded by the applicant to
the organisation in charge of the actual substance registration. This may include the con-
clusion that, based on the available information, no hygienic norm is necessary to ensure
safe handling. For a substance which shall also to be produced in Russia, the dossier
must also include all technical documentation related to the production processes, e.g.
standards, technical conditions, ‘reglaments’, technological instructions, product specifi-
cations, etc. And that all necessary approvals or permits are obtained.

|

3 The full procedure of assigning a MPC is not fully described in legislation: if the registrant
proposes the MPCs in the documentation, should the MPC be assigned in the legislation by
the competent authorities before or after the registration occurs. With hygienic norms it
is not a major issue, as the authority confirming MPC and registration is the same.

4 Remark: Fishery water MPCs are assigned by an authority not belonging to the RosPotrebNadzor
or the structures of the Ministry of Health. In principle, the registration procedure should en-
sure assignment of all types of MPCs, but still it is quite common that a substance is registered
and MPCs for human health are assighed, but no ecotoxicological MCP (value for fishery water)
are assigned. At the same time, Article 47-2 of the Federal Law “On Fisheries and preserving
aquatic biological resources” states that it is prohibited to discharge substances not having
fishery MPC assigned to fishery waters. But in environmental permitting practice each water
body is considered as fishery one. In practice, the opposite is also possible: a fishery MPC is
assigned, but the substance is not registered and/or no human health related MPC assigned.
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For substances to be imported, the dossier must include copies of documents confirm-
ing their safety for human health, issued by authorities of the country of origin (MSDS)°.
Moreover, the necessary label on the packaging (or confirmed design of it) must be
presented in both cases.

The fee for review and preparation of the documents in RRPHCBS ranges from 28,792
to 38,486 Roubles (approximately 730-980 Euros), depending on the speed of the serv-
ice (30 to 2 days). Also a fee of 1,500 Roubles (about 40 Euros) is charged for the reg-
istration in RosPotrebNadzor. In total, the review and registration fee is quite marginal
compared to the assessment costs [1].

After registration the information on substance properties is published in the substance
data base. As in the European Union, data on the amounts which are produced or im-
ported are subject to confidentiality.

After haveing been successfully certified, the substance can be used in industrial pro-
duction. Nevertheless, new substances® are subject to a clinical-hygienic probation pe-
riod over one year. In the case that observations indicate damage to human health or the
environment are caused by such substances, it is immediately reported and MPCs are
amended correspondingly [1]. It is worthwhile to mention that if test results and product
assessments indicate high risks, a temporary registration for two years is given and
manufacturing or use of the substance is not prohibited (unless competent institutions
have refused to assign MPCs due to extremely high risks).

ul

As defined in the Governmental Decree.

6 There is no legal definition of ,,new substance®, but according to the information received
in expert workshops, substances placed on the market after 1992 should be considered as
new ones.
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3. Substance assessment

Assessment of hazardousness of substances involves the following two main steps:

1. The data collection on the hazards of a substance, and

2. the comparison of data with criteria to decide, whether an environmental quality
standard (MPC) is needed. There are official methodological guidelines available
to decide, and if the criteria are met to establish MPC, this can be done by applying
an “express method”, a temporary norm can be established, or it can be decided
that a full scale assessment is required.

The assessment can be performed by any accredited organisation having access to ac-
credited laboratories. Assessments are performed separately for toxicological properties
(hygienic assessment described in Chapter 3.1) and for ecotoxicological properties (as
described in Chapter 3.2).

After a substance assessment is completed, the dossier is given to competent authori-
ties for evaluation and establishing MPCs:

> for hygienic assessments, RosPotrebNadzpor is in charge

> For fishery water assessments, the Federal Fishery Agency with approval of the
Ministry of Natural Resources and Ecology is responsible.

3.1. Toxicological assessment

The assessment of toxicological properties of substances for registration is done ac-
cording to the provisions of the Hygienic Regulation GN 1.1701-98 “Hygienic criteria for
rating the necessity for setting up MPCs and TSELs/ODU of harmful substances in the
occupational air, the ambient air of residential areas and the water of water bodies hy-
gienic norms”, adopted in 1998. The substance assessment focuses on the hazardous
properties of substances from the viewpoint of human health.

The scope of the assessment depends on the substance’s physico-chemical proper-
ties, the level of toxicity to humans and other organisms, the production volume, the
amount of people potentially being exposed, economic priority or importance?, pres-
ence/concentrations in different environmental compartments, stability and other pa-
rameters which may have relevance for defining impacts on human health. There are
four stages involved in making decision:

7  If there is economic pressure to use the substance, it is assessed if it is possible to assign
MPC by express methods or to assign a temporary norm.
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1. Collection and processing information to decide upon setting hygienic norms and
the need to conduct further investigations (see Chapter 3.1.1);

2. Comparison of information with the criteria and checking if the assignment of hygi-
enic norms is triggered (Chapter 3.1.2);

3. Defining an investigation plan to be able to define temporary hygienic norms with
express methods (see Chapter 3.1.3);

4. Defining hygienic norms in accordance with the full methodology (Chapter 3.1.4).

In Chapter 3.1.5 stability issues as a part of hygienic assessment are reviewed.

3.1.1. Deciding need for setting hygienic norms

The following data are required about a substance to decide on the needs to establish
hygienic norms:

> purpose of use;

> production volume, amount used and emitted (emissions to air and discharge to
water bodies); both considering the specific installation and the national level,

> type of substance (dpopma Bbinycka);

> chemical structure and molecular mass;

> physico-chemical parameters: state (at 20 °C, atmospheric pressure), boiling and
melting point, vapour pressure (ynpyrocte napos) at 20 °C, density, solubility in
water, fat and other media, pH, potential for odours and colouring, reactivity, sta-
bility, fate in different environmental compartments;

> toxicological parameters: acute toxicity (LD, for oral and skin exposure, LC,, for
inhalation), cumulative effects, skin and eye irritation, skin resorption;

> for sensibilisation, reprotoxic, mutagenic and cancerogenic effects specific meth-
odological guidelines are available regarding when investigations should be per-
formed and to what extent/for which exposure routes. Most of these methods were
adopted in 1975-1986 and are listed in Annex Il.

If data are already available (provided by registrant, available in literature or databases
on substance properties, including foreign ones), they are used in the assessment. If
information is missing, respective studies are conducted.

3.1.2. Criteria not to establish hygienic norms

If available information about a substance reveals that there is no need to establish hy-
gienic norms, it is possible to stop the assessment procedure. The Hygienic Regulation
GN 1.1701-98 defines in Chapter 2 a set of criteria to consider establishing hygienic
norms necessary. Taking into account the scope of the current document, only criteria for
water are reviewed (not for workplace and ambient air).
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For water bodies used for extracting drinking, bathing and household water, the following
cases are defined that would not require setting of hygienic norms:

> unstable substances (stability class IV — see Chapter 3.1.5), which decompose to
substances having hygienic norms established;

> if substance appears as an impurity in mixtures with stable composition, not being
main component in the mixture, and having less hazardous properties than those
components recommended to be subject to controlling their discharge to water
bodies;

> substances of hazard class IV8, which may enter into environment only with in-
dustrial discharges and if they concentration in normal technological discharge is
not exceeding 0,001 mg/l, and not triggering change of organoleptic properties of
water;

For extremely hazardous substances, belonging to hormones, cytostatic substances, al-
lergens, and certain groups of antibiotics, which discharge to water bodies is prohibited,
also no MPC is established. The issue could be considered as a basis to ban substances
regarded as too dangerous for the Russian market. But this decision is not formalised
and depends on the opinion of the assessor of the substance.

3.1.3. Defining temporary hygienic norms / using express methods

The Hygienic Regulation GN 1.1701-98 defines in Chapter 3 cases, when hygienic
norms, including temporary ones®, can be established with express methods'. Taking
into account the scope of the current document, cases for workplace air and ambient air
are not reviewed.

Hygienic norms for water bodies used for extracting drinking, bathing and household
water can be defined by express methods as follows:

> MPCs for a substance discharged into a water body are defined using a sequential
scheme of justification for the norm and the hazard classification. A decision not to
define an MPC can only be taken after conducting the first range of investigations
(c.f. previous chapter).

> For substances which are solely used in pilot technological processes (gns Be-
LLeCTB, BHeAPEHMEe KOTOPbIX HAXOAUTCHA Ha CTaauu NPOU3BOACTBEHHbIX UCMbITa-

oo

Low hazard substances. Definition of hazard classes is given in Table 6 in Chapter 4.2

9  Temporary norms are expressed as “approximate allowed safe level (ODU)”, they are valid
until results of full-scale testing become available and MPC is adopted. The ODUs can be
only used for control of construction or reconstruction activities of technological lines and
wastewater treatment facilities, but not in environmental permitting under normal opera-
tional conditions of an installation.

10 There is no definition of ,,express method“, but it might be considered as screening meth-

ods for presence of certain effect.
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HuI) a temporary hygienic norm could be established with an approximate allowed
safe level (ODU) established by calculations and express toxicity test methods.
> Itis allowed to use new formulas to calculate the estimation of the toxicity," not ap-
proved by the Ministry of Healtcare of the Russian Federation. These may be used
only if they are scientifically justified and based on representative cases.
> For a substance suspected to be carcinogenic,' the establishment of hygienic
norms as express method is allowed and performed as follows:
> If the substance is a member of a structural row, and MPCs are assigned
for a number of substances in that row, then, extrapolation can be per-
formed based on an appropriate method, considering the parameters of
closest structural analogues;
> If the new substance has structural similarity (presence of groups associated
to trigger carcinogenic effects) with substances classified as carcinogenic,
and which are also classified as mutagenic, justification of the hygienic norm
is based on short-term tests quantifying the mutagenic effect(s) as specified
in relevant methodological guidelines;
> If there is no data on mutagenic properties for a substance or its analogues, the
substance shall be tested for the presence of cytogenetic effects in mammals; in
case the effects are present, relevant methodological guidelines are followed.
> If there are no cytogenetic effects and the substance has a structural similar-
ity with weak carcinogens, the justification of norms is conducted according
to common toxicological or other specific characteristics of these substances.
> For a new substance suspected to be mutagenic, having structural similarity (pres-
ence of groups associated to trigger mutagenic effects) with substances having
mutagenic effects, and having cytogenetic effects in mammals, a temporary hygi-
enic norm is established according to the relevant methodological guidelines.
> For inorganic substances, for which the toxicity is mostly dependant on the same
element, and for organic substances having similar chemical structures, effects
and levels of hazardousness, it is recommended to establish an hygienic norm for
a whole group of substances.

In case, that there is no justification to avoid the establishment of a hygienic norm or to
perform an express assessment, the full assessment shall be performed.

11 It is not explained in the methodology, but similarity to QSAR formulas could be as-
sumed.
12 Based on structural similarity with substances being already classified.
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3.1.4. Assessment of toxicological properties

The full assessment of toxicological properties of the substance comprises various end-
points, which are comparable to those assessed for classification purposes, e.g. under
the GHS regulation. If data is already available (provided by registrant, available in litera-
ture or databases on substance properties) it is used in the assessment. If information is
missing, respective studies are conducted. Methodological guidelines used to determine
toxic properties of substances are listed here in Annex Il.

One of the main purposes of the assessment is to establish maximum permitted concen-
trations (MPC) of a substance for various environmental compartments (air, water, soil)'.
Taking into account the scope of this document the methodological guideline on setting
hygienic norms for water bodies used for bathing and extracting drinking, and household
water (MU 2.1.5.720-98, replacing earlier version from 1975) is reviewed more in detail.

Maximum permissible concentration for household, cultural, and general water use
(MPC,). The MPC  is a concentration of a harmful substance in the water, below which
no direct or indirect adverse effects on human health should occur (if continuously being
exposed over the lifetime), or on the health of the next generations, and which should not
worsen hygienic conditions of the water use.

The development of an MPC for a substance consists of 6 stages (presented in Table 1). At
each stage it is carefully assessed, which further investigations are necessary. There are sev-
eral calculation methods available at each stage to estimate toxicity parameters and thoroughly
plan the next stages of the assessment. Stages 2-4 can be used both for the substance and its
degradation products (degradation products are chemically identified in stage 3).

Table 1: Stages of development of hygienic MPC for water bodies used for extracting drinking,
bathing and household water

No. Stage Investigations performed

1 Preliminary decision Literature and database research on substance properties, potential
biological and pharmacological effects. Studying the production process
and/or the use of the substance.

Preliminary calculation of hygienic parameters according to physico-
chemical parameters, MPC assigned for other media and in other coun-
tries, including ‘read-across’ data of similar substances.

2 Express estimation Estimation of a substance impact on organoleptic properties of water
and sanitary conditions of water bodies. Investigation of potential for
degradation. Stability category is assigned.

Testing acute toxicity parameters, including finding species, sex and
age specific differences in sensitivity to a substance. Calculation pa-
rameters of chronic toxicity according to DL, (average lethal dose),
TL,,.(average time of lethality) and combined mathematical models.
Assigning hazard class for a substance.

13 They are not ecotoxicological endpoints, but assigned from perspective of human health
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No. Stage Investigations performed

3 Express experiments  Testing sub-acute toxicity parameters.

Investigation of effects on reproductive organs based on functional pa-
rameters, screening tests for embryotoxic and mutagenic effects. Esti-
mation of skin resorption action. Estimating chronic toxicity parameters
and assessment of hazard class for a substance.

Identification of degradation products.

4 Testing chronic toxicity Chronic toxicity tests to investigate general toxicity effects. Evaluation
of mutagenic effects and effects on reproductive organs. Evaluation of
hazardousness of degradation products. Calculation of safety coeffi-
cients, extrapolation of animal test data for humans.

5 Specific investigations  In-depth investigations of cancerogenic, atherosclerotic and allergic
effects. Additional investigations of reprotoxic and mutagenic effects.
Justification of MPC for bathing, household and drinking water.

6 Epidemiological studies Link between public health and using water containing the substance
and/or its degradation products.

Stage 1: Toxicity parameters calculated are average lethal dose DL, lowest observed
chronic effect dose or concentration (LD, _/LC_ ), maximum no observed chronic effect
dose (NOED,, ) or maximum no observed effect concentration (NOECD ).

Based on received information at Stage 1, the following decisions are made:

> |f there is a possibility that the substance can enter water bodies from production,
storage, transportation or use, including industrial, agricultural or household use,
or released from articles, equipment or reagents, or due to any other factors, in-
cluding accidents MPC_ is developed for the substance.

> If reliable foreign information is available to recommend a value for the MPC, the
assessment be concuded at Stage 2 or Stage 3 by proposing that value.

> Ifliterature research reveals that the substance is extremely hazardous (e.g. belonging
to narcotics, hormones, having strong carcinogenic, mutagenic effects, etc.), the rec-
ommendation is given to prohibit the discharge of the substance with wastewater™.

Stage 2: Atfirst, the potential to cause organoleptic changes of water (LC ) and to change
the sanitary regime of the water body (LC_, ) are established in any case (no read-across
data used or actual hazardousness considered). Stability and fate of the substance in the
natural water environment, to heating and in typical water treatment processes (chlorine,
ozone- and UV-treatment) is evaluated by applying organoleptic, analytical and biological
testing methods. A stability class of the substance according to hygienic criteria is estab-
lished (see Chapter 3.1.5). In case the substance appears to be unstable (class 3 or 4), fur-
ther assessment is done in parallel for the substance and its major degradation products.

14 It means discharge from production sites. Use of extremely hazardous substances in con-
sumer goods is prohibited.
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The following parameters of acute effects are tested: average lethal dose DL, and aver-
age time of lethality TL,, in case of oral exposure. If there are data available about the sub-
stance’s ability to penetrate skin, also acute skin exposure tests are performed. It is also
recommended to find out the dose causing effects in case of single exposures (Lim_ ).

These parameters together with physico-chemical parameters, biological constants, (Q)
SAR relationships and combined mathematical models are used to estimate the rele-
vant parameters for chronic toxicity tests. Also the calculated chronic toxicity parameters
from Stage 1 are used. The calculation of trigger doses for skin resorption effects are
performed, if considered necessary. Based on the calculated lowest observed chronic
effect concentration LC, and the established LC_  and LC_, the substance is assigned
to one of the four hazard classes.

Investigations can be finished at this stage in case:

> The substance belongs to a well-investigated structural row of substances having
a similar mode of action and estimation methods for chronic toxicity parameters
are based on representative data from several substances of the row already hav-
ing norms established.

> According to the calculated lowest observed chronic effect concentration LC_,and
established LC_ and LC_, the substance belongs to hazard class 4.

> There is reliable information available that the substance causes no long-term effects.

> The substance is easily hydrolysed within 24 hours and the degradation products
already have norms established.

Thus the MPC for hazard class 4 substances and temporary norms (ODU) for class
3-4 substances can be assigned at this stage. In all other cases species, sex and age
specific differences in sensitivity to a substance in acute toxicity tests are established
and Stage 3 is performed.

Stage 3: Sub-acute toxicity investigations involve testing on:

> General toxicity: studying specific and integrated parameters, while applying eve-
ry day exposure for the substance to be tested, including releavant metabolites or
degradation products. Furthermore, dermal tests are performed for substances
showing similar or higher toxicity by skin resorption than via oral exposure as ex-
amined already in previous stages.
> Main long-term effects:
> Impairment of reproduction: investigated at the end of sub-acute testing ac-
cording to functional parameters;
> Embryotoxic effect: tested in case the effect is to be effected according to
literature data or properties of structural analogues;
> Mutagenic effect: tested on laboratory animals, e.g. with micronucleus test;
> Cumulative properties;
> Substance take-up into organs and tissues, excretion of the substance and/
or its metabolites;
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The main purpose of sub-acute experiments is to define the lowest observed sub-acute ef-
fect doses for the tested endpoints ([1[_, ). The results will be used for estimating the lowest
observed chronic effect doses ([, ) and the maximum no observed chronic effect doses
(MH[) based on dose- effect relationships. Also the ratios of average lethal dose DL to the
lowest observed sub-acute effect doses IN[] _ are calculated for classification purposes.

In case the general toxicity [ is atleast 10 times lower than N[ __ for long-term effect,
no chronic tests for long-term effects at further stages need to be performed.

During stage 3 the degradation products of substance are chemically identified, if it has
been observed in the previous stages that their effects on water quality may be worse
than those of the substance itself. It is decided if additional testing of the degradation
products is necessary to to better justify hygienic norms of the substance.

MPCs for hazard class 3-4 substances belonging to well-investigated structural rows and tem-
porary norms (ODU) for class 2 substances can be assigned with a 3-stage assessment.

Stage 4: Chronic toxicity tests are considered necessary if at previous stages the sub-
stance was classified as hazard class 1 or 2 or if long-term effects were observed. Fur-
thermore, chronic tests may be performed for class 3 substances, if a better justification
of hygienic norms is needed.

The duration of chronic tests is 3 months or longer if effects on growth over time are to
be observed. Tests are performed with laboratory animals exposed to the substance (or
its degradation products) every day. Both LOEC and NOEC are experimentally found. In
addition to general toxicity tests investigations of skin resorption, mutagenic and gona-
toxic effects are performed.

A 4-stage testing is sufficient to justify MPCs for most of substances belonging to haz-
ard class 1-3, if safety coefficients for extrapolation of animal test data for humans are
applied (see Table 5).

Stage 5 is necessary for extremely toxic and highly accumulative substances and in the
case that the information about the nature of toxic effects are insufficient. Also, if sub-
stances of hazard class 1 have carcinogenic and atherosclerotic effects as well as for
investigating specific biological effects, like e.g. allergic reactions, long-term neurotoxic
effects, embryotoxic and teratogenic effects. The stage includes life-long tests, develop-
mental studies ( 15t and 2" generation), etc.

Stage 6 relies on epidemiologic evidence and is applied if it is possible to identify effects
of the substance from the variety of other factors, and/or calculate concentration-risk
relationships. The results can be used for correction of the MPC, establishing stricter
hygienic requirements and monitoring schedule for wastewater discharge.
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3.1.5. Stability in water

The methodological guidelines on setting hygienic norms for water bodies which are
used for extracting drinking, bathing and household water (MU 2.1.5.720-98) involve the
investigation of the stability of a substance and its degradation in water. Although their
primary purpose is the justification of the hygienic MPC, the results can serve as a basis
for choosing the most suitable wastewater treatment method.

The stability/degradation investigation involves the following steps:

> Theoretical assessment, taking into account the physico-chemical properties, the
technological documentation and the material safety data sheets regarding stor-
age conditions and time and recommended methods for wastewater treatment.

> Preliminary qualitative assessment of biodegradability in natural self-purification
processes, or in biological wastewater treatment facilities based on the dynamics
of the biological oxygen demand (BOD) measurements.

> |fthe dynamics of the BOD measurements reveal that the substance may degrade,
further investigations in a modelled water body are performed. These investiga-
tions involve aerobic biodegradation tests (performed in standardised conditions
according to GOST R 50595-3).

> Degradation of the substance is tested with destruction factors normally applied in
water treatment processes (chlorine, ozone- and UV-treatment) and food process-
ing (boiling). Stability and degradation is evaluated by applying organoleptic, phys-
ico-chemical analytical and biological methods.

Substances are classified according to stability to 4 classes — see Table 2. T, , is half-
period of degradation.

Table 2:  Stability classes of substances in hygienic assessment

Stability class T,, of natural Destruction Biodegradability (active Relevance to
self-purifica- in UV, heat, sludge) the results of
tion etc treatment hygienic as-

Induction T,,, of degra- sgsgsment
time of active dation
sludge

1. Extremely stable > 15 days <40% > 25 days > 4.33 hours MPC has safety

factor 10 and
hazard class
1 unit stricter

2. Stable 1-15 days 40-80% 3-25 days 1.5-4.33 hours  MCP has safety
factor 3
3. Less stable  1-24 hours 81-95% 2-10 days 0.22-1.5 hours  Degradation
duct
4. Unstable < 60 minutes > 95% <3 days <0.22 hours products are

also given MCP
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3.2. Assessment of ecotoxicological properties

Hygienic assessments of substances involve certain aspects relevant to assess ecotoxico-
logical properties. At least among the physico-chemical characteristics to be presented for
the assessment the water solubility and the octanol/water partitioning coefficient (Log, ) are
included and different stability aspects, like biodegradation, are investigated and considered.

There is another set of MPCs applicable to waters used for fishery purposes.’ The
respective methodology'® was elaborated by the Russian Federal Research Institute of
Fisheries and Oceanography (VNIRO). In principle, it should be assigned when there is
reason to assume that a substance reaches fishery waters.

Setting fishery quality standards for a substance involves the following aspects [3]:

> assessment of effects on the chemical conditions of a water body (dissolved oxy-
gen, oxidisability by Kubel method, BOD, and BOD,,;, change of balance of nitro-
gen ions: ammonium, nitrites and nitrates);

> assessment of effects on fish feedstock (algae, zooplankton, bentos) and on
microorganisms;

> assessment of effects on fish growth and development (eggs, juveniles and adults);
> assessment of effects on commercial quality (e.g. taste);
> evaluation of stability as a pollutant.

20’

An overview of test-species used and tested parameters is presented in Table 3.

If these methods are equivalent with EU/OECD methods, e.g. does bacterial microflora
corresponds to “sewage sludge” and the test performed with respective OECD respira-
tion test with activated sludge, needs further detailed comparison of test methods.

Based on assessment results substances are divided into 4 hazard classes (see Chapter
4.2 for the background of classification system):

1. Extremely hazardous with MPC_ < 0,1 ug/l: substance should not be discharged
(not detected);

2. Hazardous (toxic, but stable): MPC_ assigned

3. Toxic (stable and not accumulating): MPC_ assigned

4. Hygienic MPC _ is relied upon. [3]

15 TllepeyeHb pbI6OXO3AMCTBEHHbIX HOPMATMBOB: MNpeAesibHO AOMYCTUMbIX KOHLEHTpauuM
(NAK) “ opueHTMpoBOYHO Ge3onacHbiX ypoBHeW BosaencTema (OBYB) BpeaHbiX BeLLECTB
[N BOAbl BOAHBIX 0GBHEKTOB, UMEILLMX Pbl6OX03AMCTBEHHOE 3HaYyeHMe. BHUPO, M. 1999.

16 MeToaMyecKMe YyKasaHMsA MO YCTAHOBJ/IEHWUIO 3KOJIOrO-Pbli6OX03AMCTBEHHbBIX HOPMATMBOB
(MAK v OBYB) 3arpAsHAKWMX BeEWEeCTB ANA BOAbl BOAHbIX OOBEKTOB, MMELMX
PbIGOX03AMCTBEHHOE 3HaYeHne. M.: BHHUPO, 1998.
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Table 3:

Species used and parameters tested while setting MPC, [4]

Species

Parameters to test

Main

Supporting

Decomposers Bacterial mi-

Number of cells. Respiration (by

croflora BOD). Concentration of oxygen,
ammonium-, nitrite- and nitrate ions
Producers Algae Overall number of cells, pH of me-  Biomass. Content of pigments.
dia, concentration of oxygen, ratio  Rate of photosynthesis
of living and dead cells
Macrophytes  Survival, growth of the stem, Rate of photosynthesis
shoots, roots
Zooplankton  Ciliates Survival, reproduction Behaviour
Crustaceans  Survival, fertility, number and age ~ Morphological changes
structure of model population
Zoobentos Shellfish Survival, fertility, feeding, weight Behaviour, morpho-logical changes,
oxygen consumption
Chirono- Survival at different stages and Behaviour, weight, conditions of
midae duration of stages. Morphological larvae and adults
anomalities. Fertility
Fish Embryogenesis Survival of embryos. Hatching and  Development anomalies. Bioche-
state of prelarvae mical deviations
Adults Survival, body weight, anatomical ~ Behaviour, biochemical changes

and clinical hanges, feeding, fre-
quency ofd breathing, meat orga-
nolpetic properties, cumulativity

Due to administrative reforms there was change in structures responsible for setting
standards for fishery waters (in the meanwhile, the Ministry of Agriculture was respon-
sible, in July 2008 the Federal Fishery Agency was excluded from the Ministry’s juris-
diction and fell directly under the control of the Government), and also legal confusion.
The methodology to set the MPC, , including its test methods, was legally (re-)inforced
with the Decree of Federal Fishery Agency No. 695 04.08.2009 (registered as an official
methodological guideline No. 14702 by the Ministry of Justice in 03.09.2009).
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3.3. Assignment of norms (MPCs) for chemical substances

Based on the result of the assessments maximum permitted concentrations of chemical
substances for various media are calculated. The NOEC is divided by respective safety
coefficients. A general matrix is presented in Table 4.

Table 4: Base information related to the derivation of MPCs [1]

MPC value Test data (species) Type of test Used for
Fisheries water  Most sensitive aquatic or-  Chronic aquatic toxicity Emission limit values to
ganism Biodegradation, accumulation water

Surface water As above As above Emission limit values to
water

Atmospheric air  Most sensitive mammal Chronic, inhalation Emission limit values for
ambient air

Soil Sediment organisms Accumulation, biodegradation Control of soil emissions

Workplace air Most sensitive mammal Chronic toxicity, inhalation ~ Occupational exposure limit
values

Food Most sensitive mammal Chronic toxicity, ingestion ~ Control of food stuffs

Accumulation

Further, the calculation of an hygienic MPC for water bodies is illustrated. In this case
from LD, the NOED is calculated, which is further transferred to NOEC by taking into
account the average weight of a human (60 kg) and a daily water consumption used for
drinking and cooking food (3 litres). Thus

NOEC =20 * NOED

The safety factors applied are presented in Table 5.

Table 5: Safety factors applied while assigning MPCs

Hazard class Cumulation safety factor Long-term effects safety factor
DL,,/LC K, from gen- Zsp K, from go- K, from em-
eral toxicity nadic effects bryogenic
effects
Extremly haz- >10° 10 1 10 10
ardous
Highly hazard- 105-108 5 0,1-1,0 5
ous
Moderately 103-102 3 0,01-0,1 3
hazardous
Low hazard <102 3 0,01 3
substance
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The NOED is then compared with threshold concentrations of organoleptic changes
(LCorg) and changing sanitary regimes of a water body (LC_, ). The lowest of them is
taken as MCP (or ODU) with indicating the relevant hazard category (i.e. MCP,_, MCPOrg
or MCP__ ). If the substance appears not to be degradable, the safety factors indicated in
Table 5 are applied, i.e. the MCP for extremely stable substances is reduced by 10 and

for stable substances by 3.

Fishery water MPCs are elaborated for substances to be discharged in water or if there
is the risk that the substance reaches fishery waters. There should be a request from an
applicant in order to initiate the elaboration of the MPC for a specific substance.

There is no need to elaborate MPCs for inert and biologically inactive substances' like
graphite type natural minerals, glass, etc., if sufficient evidence can be provided that they
do not contain water-soluble toxic impurities.'®

3.4. Summary: test methods and data analysis

The test methods of toxicological (for hygienic assessment of water bodies) and eco-
toxicological parameters have repeatedly been stated to be similar with EU ones. Also
laboratories performing testing have to be accredited (so far according to ISO 17025,
GLP system is being still introduced in Russia). Still, the testing results might be difficult
to compare (details given in Russian methodological guidelines were not compared with
OECD testing guidelines).

If different species are used to test or data from different animals is already available, the
lowest results are selected:

1. From the chronic studies conducted on human health properties as well as aquatic
toxicity and bioaccumulation, the LC,  and LC are determined. The LC value for
a specific effect is also called Limsp.eﬁ. and can be compared to the NOEL used in
European chemicals assessment. The Lim value determines the concentration or
dose below which the specific effect cannot be observed.

2. The lowest' minimal risk levels are then multiplied with specific coefficients to de-
rive so called ,maximum permissible concentrations“ (MPCs). MPCs are derived
for fisheries waters and bathing waters, for workplace air and environmental air, for
food and for soil. (see Chapter 3.4).

17  Biologically inactive substance has LC,, > 1 000 mg/l for 96 h test. If there is no literature
data, test is performed with zooplankton organisms by the laboratory elaborating the MPC.

18 Test performed by accredited laboratories

19 The Lim values for the different specific effects tested are compared and the lowest con-
centration or dose is taken to derive the MPC. If an MPC for workplace air is derived, the

respective test for selecting the Lim value would have to be an inhalation study.
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Endocrine disruption is not assessed according to the standard procedure. However, if
there are indications of a hormone-like mode of action and/or respective epidemiologic
evidence, testing could be carried out.

Applied coefficients: The coefficients to calculate the MPC values depend on the hazard-
ousness of a substance. The more hazardous a substance is (for a specific property), the
larger becomes the coefficient to multiply the Lim value with for deriving the MPC value.

The following information is the result of the chemical assessment

LC, and LC,, values for specific human health effects based on chronic testing
LC, and LC,, values for acute toxic human health effects, also called Lim
Effects on skin and eyes

LC, and LC,, for acute and chronic aquatic toxicity as well as bioaccumulation
Q potential

Data on the biodegradability of substance

> MPC values

> Danger classes for different effects based on the MPC values

sp.eff.

vV V Vv V

\"

It is an interesting observation that although the substance assessment methodologies
reviewed above consider persistence in the environment, the handbook on pesticides
[5] is providing persistency data, but referring to the United States Environmental Pro-
tection Agency (EPA) relevant classification and WHO recommendations. There is no
reference to a Russian system.
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4, Classification and hazard communication

4.1. Classification framework

In general, each legal framework has its own classification system of chemicals, i.e. no
common classification system and respective criteria currently exist in Russia. The dif-
ferent frameworks are presented in Figure 1. Endpoints to consider in each framework
and criteria for classification, i.e. assigning class of danger for each endpoint, are mostly
defined by national standards (GOSTs) and methodological guidelines.

Figure 2: Different classification systems of dangerous properties of chemicals

CLASSIFICATION OF DANGEROUS PROPERTIES OF CHEMICAL PRODUCTS

Hazard classification of substances to identify dangerous industrial facilities
Federal law of July 21, 1997 no. 116-F3 “Industrial Safety of High-Risk Industrial Facilities”

Classification of Classification of hazardous Classification of Classification of hazardous
hazardous b substances in the {1 dangerous goods | | substances by their fire and
substances ! manufacturing environment | | P explosive properties

In various media ! a

GOST17.4.1.02-83 | = GOST12.0.00374.SSBT | GOST1943388with  GOST 12.1.044-89. SSBT

‘ “Hazardous and dangerous amendments ; “Flammability and explosive
Decrees of Chief b factors of manufacture. D “Dangerous | || properties of substances and
Sanitary Doctor of the || | Classification” o freights. 1| materials. Classification of
RF of April 30,2003, | ' 11| Classificationand | !/ indicators and methods of its
Nos. 72,74, 76,78, | b labeling” P identification”
114, and 16 || GOST12.01.007-76.SSBT H
L “Hazardous substances. I e
Classification and general | | Classification of pesticides
safety requirements” b

Methodological recommendations no. 2001/26 of
16.04.2001 and Ne 01-19/126-17 of 15.08.96.

Classification of waste
GOST 30775-2001
“Conservation of resources. Handling waste. Classification, identification and coding of waste”.
Order of Ministry of Natural Resources dated June 15, 2001. no. 511
“Reference criteria of dangerous waste products according to danger class for environment”
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In 2010 it is expected that the Russian Federation will adopt the Federal Law “Techical
Reglament on Chemicals Safety”, which will introduce the GHS classification principles
both for substancees and mixtures. The classification of mixtures will be performed with
calculation methods provided in Annex Il of the ‘reglament’?® (Article 7-3). According to
Article 18 the new classification system will come into force 24 months after the official
publication of the adopted law.

Article 7-4 stipulates that the classification of substances is either based on existing data
in the national registry of hazardous substances or by testing, if no data is available. Ac-
cording to Article 7-6 of the draft law it is possible to accept classification not performed in
the Russian Federation (if it is foreseen by international agreements). Currentyl, it is still
unclear, whether the GHS classification is taken over, or if it is translated into the Russian
classification system in an adapted, but corresponding form.

Article 8 specifies that the national registry relies on data found in international registries
or lists, and data as well as test results provided by competent national authorities. Details
about composing the list will be given by a Governmental Regulation; according to Article
17-2 the regulation should be adopted by the date of enforcing the law, i.e. 12 months after
official publication of the adopted law?'. The National registrty of hazardous substances
is approved by Government of the Russian Federation. It is still unclear, if the old registry
remains in place, and if each change in the registry needs approval from the government.

It is worthwhile to mention that currently the GHS classification is carried out by the industry only
for substances which are exported and where the importing country requires the classification.

4.2. Classes of danger

In Russia, the classes of danger serve for classification purposes. They can be regarded
as similar to the EU classification system as they have defined criteria and cut-off values
to determine the class of danger. The main systematic difference is that the MPC values
are used for the determination of the danger class, which includes the use of a coeffi-
cient, whereas in the EU system, primary data from testing are used.

The danger classes are used to regulate substances in a generic way (not using lists or
specific properties): Different legislation makes reference to “substances belonging to a
certain danger class”. For example, substances in the danger classes | or Il (regardless
for which property) are not to be used in mixtures for consumers.

The criteria for falling into a class (cut-off values) are defined usually by national stand-

ards (GOSTs) and are specific for an endpoint and exposure route. Hence, if a substance

could fulfil the criteria of Class | for acute toxicity and of Class Il for chronic toxicity, for

[

20 Chapter 4 of the Annex specifies the assessment of physical parameters of mixtures, in-
cluding cases when testing can be avoided

21 There is a 24 month transition period for implementing the classification, but certain ele-
ments shall be in place already within a year.
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the final classification, the lowest danger class is selected. In the case of mixtures, the
most toxic substance in the mixture is to be identified and its LC,, or LD, value is derived
for the determination of the hazard class.

The GOST 12.1.007-76 is defining hazard classes for the purpose of classification of haz-
ardous substances and general safety requirements based on health effects. Substances
are divided into four danger classes. The danger class | is the most hazardous and the
danger class IV means that there are almost no hazards at all. The rating is the following:

> Class | - extremely hazardous;
> Class Il - highly hazardous;

> Class lll — moderately hazardous;
> Class IV — low hazard.

The parameters considered while defining the danger class are presented in Table 6.

For pesticides 5 classes of danger are used. Combined classification according to health
and environmental effects in provided in Table 7.2

Table 6: Matrix to determine the class of danger according to health effects (GOST 12.1.007-76)

Parameter Class of danger
| Il ] v

Workplace air limit value, mg/m?® <0,1 0,1-1,0 1,0-10,0 >10
Oral LD,;, mg/kg <15 15-150 151-5 000 > 5000
Skin LD, mg/kg <100 100-500 501-2 500 > 2500
Inhalation LC,, mg/m® <500 500-5 000 5 001-50 000 > 5000
Coefficient of intoxication by > 300 300-30 29-3 <3
inhalation (KVIO) *

Zone of acute effects ** <6,0 6,0-18,0 18,1-54,0 > 54,0
Zone of chronic effects *** > 10+ 10,0-5,0 4,9-2.5 <25

Coefficient of intoxication by inhalation (KVIO): maximum possible concentration of the
substance in air at 20 °C divided by LC, for mice.

Zone of acute effects: LC, of the substance divided by LOEC (lowest observed effect concentration) at
the level of organism as a whole, exceeding the level of normal adaptational physiological reactions.

*%

22 There is GOST 17.1.3.04-76 (re-issued in 2004) dealing with classification of pesticides.
It is using different classification schemes according to certain effects: toxic effects on
warm-blood animals are classified, in reversed order compared to hygienic and fishery
norms: hazard class 1 is least dangerous, hazard class 4 extremely dangerous; classifica-
tion for groundwater uses letters: A - practically not hazardous, D - hazardous, being
persistent or almost persistent; there is no classification of pesticides for surface water,
only division of pesticides by name to hazard classes 2,3, A-D given. Handbook is referring
to other GOSTs. See also Annex IV
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*** Zone of chronic effects: LOEC (lowest observed effect concentration) at the level of or-
ganism as a whole, exceeding the level of normal adaptational physiological reactions
divided by the minimum concentration causing negative effect in chronic tests of the
endpoints (exposure 4 hours, 5 days per week in duration not less than 4 months).

Table 7: Matrix to determine the class of danger for pesticides [5] (based on GOST 12.1.005-76)

Parameter Class of danger
| ] ] v \'
LD, mg/kg <50 50-200  200-1 000 1 000- 5 000 > 5000
Work zone air limit value, mg/m? <0,1 0,1-1,0 1,0-10,0 10-30 > 30
Ambient air limit value, mg/m?® 0,005 0,0055-0,04 0,05-0,45 0,5-0,95 >1,0
Water limit value, mg/I <0,0009 0,001-0,009 0,01-0,09 0,1-0,9 >1,0
Fishery water limit value, mg/| Not detect- 0,001-0,009 0,01-0,09 0,1-0,9 >1,0
ed, 0,0009

Another set of classes of danger is used to determine the risk class of an installation or
factory. The substance or mixture with the lowest danger class determines the danger
class of the installation. The system is defined by Federal law of July 21, 1997. no. 116-FZ
“Industrial Safety of High-Risk Industrial Facilities”. High-risk industrial facilities are facili-
ties using hazardous substances or mixtures for the production, processing, formation,
storage, transportation, removal or any other use. In fact, this system considers different
types of hazards (physic-chemical, toxicological and eco-toxicological endpoints):

> Flammable gases — gases that become flammable under normal atmospheric
pressure and in contact with air. Boiling temperature at normal atmospheric pres-
sure is 20 °C or lower;

> Oxidizing substances — substances supporting burning, inducing inflammation / pro-
moting inflammation of other substances resulting from redox exothermic reaction;

> Flammable substances - liquids, gases, dusts, capable of self-ignition, as well as
igniting from a fire source, capable to burn independently after its removal;

> Explosive substances — substances, which under certain outside influence are
capable of instant self-propagated chemical transformation accompanied with
emission of heat and formation of gases;

> Toxic substances — substances causing death of living organisms and having
following characteristics: oral LD, from 15 mg/kg to 200 mg/kg; skin LD, from 50
mg/kg up to 400 mg/kg; inhalation LC,; from 0,5 mg/l to 2 mg/l;

> Highly toxic substances — substances causing death of living organisms and
having following characteristics: oral LD, max. 15 mg/kg; skin LD, max. 50 mg/
kg; inhalation LC,  max. 0,5 mg/l;

> Substances dangerous for aquatic environment — substances having the fol-
lowing indicators of toxicity in aquatic environment: LC_, max 10 mg/l (fish, 96 h);
EC,, max. 10 mg/l (daphnia, 48 h); EC,, max. 10 mg/l (algae, 72 h).
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4.3. Registration and classification of mixtures

According to the Federal Law of March 30, 1999 No. 52-F3 “On sanitary and epidemio-
logical welfare of the population” the specific types of products for which registration is
obligatory, are materials, equipment, appliances and other technical facilities for purifi-
cation of water, intended for use in water supply systems for industrial and household
needs, disinfecting, disinsection and deratization chemicals used in household, medical
treatment and prophylactic institutions and other facilities to ensure safety and health of
people Household chemicals.

The Government Regulation of April 4, 2001 N. 262 “On state registration for specific types
of products posing potential threats to human health, as well as specific types of products im-
ported in the territory of Russian Federation for the first time” further specifies the above list.

The registration of mixtures (products) is performed by regional departments of RosPot-
rebNadzor. Chemical products which are subject to registration must have a sanitary-
technical assessment of the production, the use and the disposal. Based on this assess-
ment, the Public Health Protection Service issues a hygienic certificate for a product.

The assessment procedure performed for a mixture is based on its components is similar
to the substance registration:

> Literature search: hygienic norms, data on homological rows of organic substanc-
es, norms of other countries, toxicological parameters, predicted or calculated
concentrations for the substances in the mixture as well as the mixture as such

> The need for further assessment depends on the purpose of the assessment, e.g.
if a mixture with known ingredients and known toxicity is assessed in order to es-
tablish a new purpose of use— no tests are carried out.

> If there is suspicion that a mixture contains unevealed components or additive / syner-
getic toxicological effects could be presumed — tests are conducted to obtain data.

The stage of testing is relatively simple (express techniques are applied to test mixtures)
and is taking into account the economic feasibility (including amount of product pro-
duced): certain limit tests are carried out, e.g. test on integrated toxicity with daphnia.

A risk based approach is implemented in elaborating the testing plan for a product: the
extent of testing depends on the knowledge about the properties of its components. If a 15t
class substance is used in a mixture as raw material during industrial production, the con-
ditions of the whole mixture shall be classified as 1% class of hazardousness. No calcula-
tion method is applied as Russian toxicologists consider that a living organism’s response
to exposure from that mixture would not be linear, and the concentration of the substances
would not allow predicting the effects. Indeed, normally it is confirmed that effects from
exposure to mixtures substantially differ from effects of the most hazardous component.

If there is suspicion that special health effects can occur (carcinogens, etc.) and the
product has large production volumes, further specific tests are carried out, e.g. Ames
test on mutagenicity or tests on carcinogenic properties, etc.
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The assessment of the product is based on Technical Conditions (TU)? of the product
(composed by the producer). While setting up the testing plan, the conditions of its use
are estimated. If release to environment occurs, also an environmental assessment is
conducted, but the primary goal of the assessment is the protection of human health.
Usually producers choose components for their products in that way, that expensive test-
ing programmes can be avoided

Testing also includes studies on certain properties, e.g. for synthetic washing agents tests
of stability/biodegradability, foam forming are performed beside toxicological assessment.

4.4. Labelling

Uniform requirements for labelling did not exist until 1 January, 2009. The following
standards were used for different product categories:

> GOST 19433-88 “Dangerous goods. Classification and marking

> GOST 14192-96 “Marking of cargoes”;

> GOST 9980.4-2002 “Paint material. Marking”;

> GOST 1510-84 “Petroleum and petroleum products. Marking, packing, transporta-
tion and storage”;

> GOST 3885-73 “Reagents and super pure substances. Regulations of accept-
ance, sampling, packing, marking, transportation and storage”;

> GOST 14189-81 “Pesticides. Rules, for acceptance, method of sampling, packing,
marking, handling and storage”;

> GOST 14839.20-77 “Commercial explosives. Packing, marking, transportation and storage”

An example of a Russian product label for a paint product according to GOST 9980.4-2002
is given in Figure 2. In Figure 3 is presented labelling example of transport container for paint
and varnish product according to requirements GOST 19433-88 and GOST 14192-96.

The labels of chemical products for consumers, falling into the classes Ill and IV contain
instructions for safe use of the substance / mixture. Pictograms are not used on consumer
labels. Some producers were using EU product labelling pictograms in parallel with Rus-
sian labelling. Also in case of imported products from the EU the original labelling was kept
together with the Russian one, although information may be misleading or contradicting.

Transport classification and labelling of substances and mixtures for shipments outside
Russia is done in accordance with the rules of the international transport classification
and labelling system.

In 2007 the national standard GOST 31340-2007, which enforced common product la-

belling according to the GHS system since 01.01.2009 was adopted.
-

23 It is the description of the main elements of production process, the composition of the
product, and the description of how the product is used.
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Figure 3: Label of a paint product according to GOST 9980.4-2002

QAQ 3asox xumnpomyxToe, Poccus,
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doif, mpaBrna 11 ycnosks 0e30MacHONO XpaHerHs, TPAHCNOPTHPOBAHMS, HCIONb-
30BaHHA H YTHM3AUHY 0Nkl MPEACTABICHK HA IHCTE-BKNANLILIE, NPHAArac-
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Figure 4: Example of transport cartoon label for a paint product
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The future Federal Law, the “Techical Reglament on Chemicals Safety”, will further en-
sure the implementation of the GHS labelling principles. The new provisions will come
into force 24 months after the official publication of the adopted law. Article 11-2 stipu-
lates that labels of products marketed in Russia shall be in Russian language. Other
languages may be also present on the label, but the content shall be identical.

4.5, Safety data sheets

Currently there is no clear legally binding requirement to provide safety data sheet in Russia.
Still, safety data sheets (safety passports) have been developed in Russia since 1993:

> 1993 — GOST R 50587-93. Substance (Material) Safety Passport. Basic principles.

> 1995 — Adoption of standard of Common wealth of Independent States on SDS: GOST
30333-95 “Substance (Material) Safety Passport. Basic principles. Information on mate-
rial safety at manufacturing, utilization, storage, transportation and disposal handling”

Safety Data Sheets according to GOST 30333-95 consist of a title page and of 16 sections
containing details about the dangers of a chemical. Further, they contain information about
measures providing its safe handling (corresponding to requirements ISO 11014.01, how-
ever, the exact content differed from previous and current EU practice). The GOST 30333
required that the SDS is presented for examination and registration to the Information and
Analytical Centre for Safety of Substances and Materials of RosStandard. A registered
SDS is comes with a stamp and a signature on the title page (see Figure 5).

By 2005 more than 13,500 Russian SDS were registered. The legal status of the system and
the actual use in practise was unclear — SDS are apparently not used as a hazard com-
munication tool, but entity placing a mixture or substance on the market or the producer of
substance or mixture develops it only to fulfil legal requirements. If users request an SDS its
supply is charged. It is even reported that some SDS were 30-40 pages in length.

Further, while registering a SDS, the Information and Analytical Center may give recom-
mendations to improve the content of SDS, but producer is not obliged to follow them.
It has lead to situation that registry contains several totally different SDS for the same
product manufactured by different producers.

In 2007 GOST 30333 was revised. Since 01.01.2009 the content of SDSs provided in Russia
should be in full accordance with UN Recommendation ST/SG/AC.10/30 “Globally Harmo-
nized System of Classification and Labelling of Chemicals” and EC Regulation No. 1907/2006
concerning Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH).
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According to GOST 30333-2007 the SDS is an obligatory part of the technical documen-
tation of a chemical product (substance, mixture, material, industrial waste?*) and should
ensure providing the correct information for safe professional handling, as well as for safe
household use?. The SDS must be provided free of charge. Before producers or importers
distribute an SDS, it shall be registered according to a procedure defined by the competent
organisation The competent organisation is assigning an expiry date (5 years from date of
issue), but in case of availability of new information the SDS shall be revised earlier. After
registration a revised version of the SDS is to be distributed to all clients having bought the
product within 12 months from date of revision of SDS.

Figure 5: Example of Russian SDS cover page
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The future Federal Law “Technical Reglament on Chemicals Safety”, will further strength-
en the position for providing SDS according to the GHS/EC principles. Articles 12-8 and
12-9 are specifying procedures for registration of SDSs. Each registered SDS will have
a unique identification number. The scope of the required documentation for the registra-
|

24 As you see, industrial wastes are considered in chemicals safety regulations. It seems to
apply for hazardous wastes. Classification of wastes is performed by accredited organisa-
tions, one of them being the Russian Register of Potentially Hazardous Chemical and Bio-
logical Substances.

25 Consumer can request the SDS.

40 | The Russian System of Chemicals Management




tion of an SDS is similar to the substance/product registration by RosPotrebNadzor, in
addition, there is the need to provide the certificate of substance/product registration, if
registration is required by law. The procedure for registration of the SDS shall be accom-
plished within 30 days from receiving the application. Article 12-11 specifies cases when
an application can be rejected, including lack of required documentation, problems with
classification, and lack of compliance of the SDS content with the requirements. Validity
of a registered SDS will be 10 years. Conditions for review of SDS are similar as given
GOST 30333-2007.

The SDS will be used as a basis for notification of chemical products actually handled
in the Russian Federation. According to Article 14-3 of the draft Federal Law “Techical
Reglament on Chemicals Safety” registry shall contain following data about a product:

registration number of SDS;

name and designation of the product;

producer (supplier, importer) of the product;

amounts released to the market;

hazardous substances contained in the product provided that these substances
influence hazardous properties and hazard class of the product;

investigations (tests) performed, if any; toxicity and ecotoxicity parameters;

> classification and labelling of the product.

V V V V V

v

All this information, except amount released to the market and test performed shall be
available in public database.
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5. Pollution prevention and control
measures

It is a common point of view that potential pollutants are not specifically regulated in the
Russian Federation when we compare the EU approach of restrictions-prohibition of
use, BAT requirement on substitution of hazardous substances used in production proc-
esses to less hazardous, principles of water discharge permitting.

Although the measures are not directly comparable, there are some similar elements in
place (at least foreseen by legislation).

5.1. Prohibited substances

As referred to in Chapter 2, production, import and use of unregistered substances is prohib-
ited in the Russian Federation. Also, according to the health and environmental legislation the
same applies for substances not having MPCs (or temporary norms, ODUs) assigned. While
comparing the number of substances used in the EU (ca 108,000 substances in ELINCS/
EINECS list) and in the Russian Federation (~18,500 substances considered to have regis-
tration), it may be assumed that the registration requirement is not strictly followed.

Pesticides have separate a registration system and it was said to be better functioning
[6]. Pesticides allowed for use should be included in National catalog (GosHimKomissija
MinSelHozProda of RF, 1998) and in the “List of pesticides and agricultural chemicals
allowed for use on the territory of the Russian Federation”?®. Those substances which do
not appear in the list should be considered as prohibited. As some pesticides used previ-
ously, during Soviet times, are not in the lists, there might be a lot of obsolete stocks, and
therefore still considered in environmental norms / regulations. [5]

Moreover, a specific framework is established for ozone depleting substances. Im-
port and export of ozone depleting substances is subject to licensing. In general, im-
port and export, and production of substances in Annex 1 and Annex 2 to relevant gov-
ernmental regulation?” is prohibited, certain exemptions are possible. The regulating
legal framework is based on the Federal Law on Regulation of Foreign Trade Activities,
Federal Law on Ecological Assessment, Governmental Regulation 24.05.1995 No 526
on priority measures to fulfil the Vienna Convention and Montreal Protocol.

26 cited as annexes to Plant Protection Journal. List is published annually.

27 TMoctaHoBneHue MpaButenbctea PP 563 ot 08.05.96 ,,0 perynmpoBaHun BBO3a B Poccuii-
ckyto degepaumio M BbiBo3a M3 Poccuiickon ®eaepaumm 030HOpaspyLLaloWMX BELLECTB M
coaepsKallen ux npoaykumm®, B pea. NoctaHoBneHui MNpaButenbcTBa PO ot 27.12.1996 N
1560, ot 15.11.1997 N 1423, o1 22.02.2000 N 148, ot 30.11.2001 N 830, ot 29.03.2005 N
166, ot 27.08.2005 N 539)
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Another measure is controlling the import of substances. Customs regulations?® require
the declaration of narcotic and psychotropic substances and their precursors, very po-
tent and very toxic substances, chemicals which could be used for production of chemi-
cal weapons. In practice it means that import is allowed only in specific cases, including
requirement to have special license or permit.

5.2. Prioritisation of pollutants

In general, the legal framework applied in the Russian Federation is not setting priorities
according to amounts released (e.qg. if in Estonia the annual release of a substance has to
exceed 0,001 tonnes to be mentioned in a permit application and in reporting, in Russia it is
required to report each gram — actually no threshold limits are assigned) or toxicity (every
substance having an MCP should be controlled, e.g. in monitoring programmes).

Since 1997, at least, a risk based approach was recognised among public health protec-
tion authorities, when it was concluded that the list of substances subject to compulsory
control in surface water bodies used for drinking water supply according to hygienic rule
SanPiN 2.1.4.559-96 is not universal for all regions and water bodies. It is impossible to
control all substances having MPCs or ODUs assigned (approximately 2,000), and also
it is not necessary to protect public health [7]. Instead substances should be selected for
regional or water-body based monitoring programmes according to following priorities:

1. Toxicity and hazardousness of the substance (substances of hazard class | and
[l having potential to cause long-term effects; carcinogenic, mutagenic and re-
protoxic substances);

2. Amount in discharges, rate of exceeding assigned MPCs according to monitoring data;

3. Ability of a substances to be retained at drinking water treatment plants;

4. Stability and potential for degradation.

While including substances of hazard class | and Il into monitoring programmes, it
is recommended to assess if the predicted doses from discharges, etc. have actual
relevance for public health [7]. This statement is somewhat in contradiction with the
requirement that it is prohibited to discharge substances assigned to hazard class |
(extremely hazardous substances).

Certain prioritisation is possible through a pollution charges system. Rates of specific
substances that are the most wide-spread are calculated with regard to their relative
hazard thereof (the value reciprocal to the maximum permissible concentration, MPC).
The rates of fees for air emissions of pollutants by fixed sources are provided for 225

28 T[epeyeHb TOBapoOB, NoA/exKalmx 0643aTeIbHOMY AEKIApUPOBAHMIO B MMCbMEHHOM hopme
npu UX NepemeLleHnn PUNYECKUMMN NLAMM Yepe3 TaMOXKEHHYI0 rpaHuuy PO ans nmyHoro
NoJIb30BAaHMS B PYYHOM K/au, COMPOBOXKAAEMOM M HECOMPOBOXKAAEMOM baraxe (npuse-
ZieH B Muceme O®TC PO om 03 mas 2006 2oda N 01-06/ 15085)
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substances, discharges of polluting substances into surface or ground waters (in rubles
per 1 ton) —143 ingredients.?® The stricter the MPC, the higher the pollution charge rate.

Regional priorities may be set by operators of municipal sewage system operators. Dis-
charge to municipal sewage system is not subject to wastewater discharge permits, but
is regulated by contract between operator of the sewage system and client (similar to EU
countries). To ensure safety and compliance with wastewater discharge permit issued for
the operator, the contract refers to general conditions®’. These can contain a list of prior-
ity contaminants (up to 50 substances and product/group of substances), but they may
differ by regions depending on the environmental and/or climatic conditions). [1]

List of substances and relevant limit values for the St. Petersburg region are provided in Table 8.

Table 8: List of hazardous substances having strict discharge limits to St. Petersburg sewage system

Substance Limit concentration in discharge, mg/|
2,4,6-Trichlorophenol 0,004
Dichloromethane 0,02
Dichloroethane 0,02
Pentachlorophenol 0,001
PCB, PCT 0,0001
Tetrachloroethylene 0,02
Trichloroethylene 0,02
Triethylamine 2
Chloroform (trichloromethane) 0,1
Carbon tetrachloride (tetrachloromethane) 0,002
Benz(a)pyrene 0,0001

In Annex IV a brief classification overview for selected hazardous substances according
to different classification schemes (ambient air, water, pesticides) is provided.

29 Regulation of the Russian Government No. 344 of 06/12/2003 “On Standard Fees for Air
Emissions by Fixed and Mobile Sources, Emissions of Pollutants into Surface and Ground
Water Bodies, Production and Household Waste Disposal”.(revised in 2005).

30 In St. Petersburg: [prKkas KomuteTa Mo ynpaB/ieHMI0 FOPOACKMM XO3AMCTBOM AAMMHMU-
ctpaumn CaHkTt-lMeTtepbypra ot 25.11.1996 N 201 (pea. ot 26.08.2005). ,,06 yTBEPKAEHMM
YCNOBUIM NpremMa 3arpasHAOLIMX BELECTB B CTOYHbIX BOJAX, OTBOAUMbIX aBOHEHTaMM B
cucTembl KaHanmsauum CaHkT-lNetepoypra“
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6. Summary and conclusions

The Russian Federation has taken the political decision to consider ensuring of chemi-
cals safety as one of the top priorities. The policy is based on improving and strengthen-
ing of the relevant institutions and the legal framework, including harmonisation of leg-
islation with the provisions of international law, international treaties and agreements, of
which the Russian Federation is a part of. At the same time the changes are progressing
slowly. Already in 2004, drafting of a common legal framework on chemicals manage-
ment issues was a good starting point, including preparations for GHS implementation.
However, in 2010 the first ‘technical reglament’ on chemicals management is expected
to be adopted, enforcing classification and labelling according GHS. It also includes a
provision for substance registration and safety data sheets.

Requirements for the registration of substances are in place since 1992. Approximately
3,400 substances have been registered. However, about 15,000 substances have been
investigated prior to 1992, and those are considered being registered as well. Thus, the
situation in the Russian Federation could be considered similar to the EU pre-REACH
circumstances with having “old” and “new” substances.

In principle, the registration system in the Russian Federation has similar features with
EU registration scheme: an organisation which wants to market a chemical substance
will contract an accredited organisation to carry out the substance assessment on a paid
basis. Once the assessment is done, the applicant presents the dossier to the competent
authority to prepare the registration documentation.

The results of the assessment contain information on hazardous properties of a sub-
stance (test results from literature as well as from newly performed studies, classifica-
tion of substance into different hazard classes) and measures to ensure safe handling
together with proposed environmental quality standards (MPCs).

Assessments are performed separately and by different institutions for toxicological
properties (hygienic assessment) and for ecotoxicological properties in the aquatic envi-
ronment (fishery water assessment). Thus there are two types of environmental quality
standards for water and different competent authorities for establishing them:

> for hygienic assessments, RosPotrebNadzpor is in charge;
> for fishery water assessments, the Federal Fishery Agency with approval of the
Ministry of Natural Resources and Ecology is responsible.

The full procedure of assigning a MPC is not fully described in legislation: if the registrant
proposes the MPCs in the documentation, should the MPC be assigned in the legislation
by the competent authorities before or after the registration occurs. With hygienic norms
it is not a major issue, as the authority confirming MPC and registration is the same. But
still it is quite common that a substance is registered and MPCs for human health are as-
signed, but no MCP for fishery water is assigned. The opposite is also possible: a fishery
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MPC is assigned, but the substance is not registered and/or no human health related
MPC assigned. Hopefully the situation is improved in the near future as the methodol-
ogy to set the fishery water MPC, including its test methods, was legally (re-)enforced in
September 2009.

It is worthwhile to mention that if test results and product assessments indicate high
risks, a temporary registration for two years is given and manufacturing or use of the
substance is not prohibited, unless competent institutions have refused to assign MPCs.
For extremely hazardous substances, belonging to hormones, cytostatic substances,
allergens, and certain groups of antibiotics, for which discharge to water bodies is pro-
hibited, also no MPC is established. The issue could be considered as a basis to ban
substances regarded as too dangerous for the Russian market. But this decision is not
formalised and depends on the opinion of the assessor of the substance.

If there is economic pressure to use the substance, it is assessed if it is possible to as-
sign MPC by express methods or to assign a temporary norm.

Regarding classification, the current situation is quite complicated — each legal frame-
work related to certain aspects of chemicals management has its own classification sys-
tem of chemicals, i.e. no common classification system and respective criteria currently
exist in Russia. The GHS classification system for substances and mixtures will come
into force 24 months after the official publication of the new ‘technical reglament’, i.e. as
currently expected, not earlier than 2nd half of 2012.

In 2007, the national standard GOST 31340-2007 was adopted, which enforced com-
mon product labelling according to the GHS system as of 1 January, 2009

The requirement to provide a safety passport (i.e safety data sheet) for chemical prod-
ucts has been in place since 1993 in the Russian Federation. Since 1 January, .2009 the
content of SDS provided in Russia should be in full accordance with GHS and REACH.
Before producers or importers distribute an SDS, it shall be registered by the competent
organization. It is intended by the adoption of the new ‘technical reglament’ that the SDS
will be used as a basis for notification of chemical products actually handled in the Rus-
sian Federation.

Regarding prioritization of substances according to the hazardous properties and amount
released, it is not defined in the legislation. There are some regional attempts to estab-
lish priority lists.

In general, the legal framework applied in the Russian Federation is not setting priorities
according to amounts released. Due to missing legislative demands and the historical
background, where chemicals safety equals protection of human health only, there is a
lack of awareness among professional stakeholders and the public regarding hazardous
substances for the aquatic environment.
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While comparing the chemicals management system in the Russian Federation with the
EU principles, the following overall conclusions can be drawn:

> The current system fails to assign the responsibility for the safety of products to
enterprises as the certification places the responsibility on the authorities.

> Actual enforcement of the legal requirements is problematic, e.g. substances not
having sanitary or fishery water MCP assigned are actually marketed; although
assigned MCPs are in some cases even stricter than EU ones, it is common that
temporary emission limit values are used systematically by the waste water dis-
charge permitting system, which in fact overrule and allow exceeding of previously
assigned MCPs

> In Russia, no common classification system exists, each chemicals management
framework has its own set of classification criteria.

> The results of the hazard assessment have not been transparently communicated
in the past. This is expected to change with the implementation of GHS.

> The system appears compatible to the EU system, however the translation of con-
clusions from the assessments requires a more scientific assessment of the test
methods and parameters used for the evaluation.

> It is still unclear, how efficiently the Russian system deals with articles: the hygi-
enic product certification involves them, but is the use of articles, which could also
lead to emissions of hazardous substances, actually controlled?

The Russian System of Chemicals Management | 47




Annex |. Example of substance
registration database entry

Pacneuaria Noanoi HEGOPMALII 10 BCIIECTBY

Pervorpaunonnetit womep: BT 000042 Crpanmua: 1

CTPYETYPHAA DOPMYJTA:

©

XHMMYECKOE HASBAHWE BEUWECTBA MO IUPAC: Beuaon
CHHOHMMHE: UuxnaorexcaTpuen, deHunriapun

TOPTOBHE HAZBAHHA:
Bexson

MONEKYIAPHAA (BEYTTO) <QPMYNA CEHE

HONEKYMAPHAA (ATOMHAA) MACCR 78,12

FETHCTPALMOHHHE HOMEBA:

W PMIOKB: BT Q00042

CAS: T1-43-2 RTECS: CYl400000 ELIMECS fEIMECS/: 2007537

JATA PETHCTEALWMH: 28.04.84 Kaparrep perncIpaliui: OOCTOAHHD

HTA: roCcT 9572-77

OPTAHMIALMK NPOVMZBOAMTENM / MMIOPTEPH ¥ OBBEMH NPOM3BOACTBA / MMOOGETA:

1. AQOT "PA3ancKMiA HedTenepepataThBaoWMi 32aB0n" (PAzauckas o0n.)

391016, r.Pazadb, noc.Huyadud. daxc: (0912} 72-00-B4. Tenepow: (0912) 72-05-61.

OBNACTE MEUMEHEHMA : ¥incrueckan NpoMMUAeHHOCTE

OPTAHHMIALUMHK, MPOBOAMBUME TOKCHRKONOTO-THIMEHMYECKYID OLEHKY, WX ANPECA:

CTENEHE YMCTOTH BEWECTBA 98,5 %

MPUMECH::
roayon 0,5 %
xeunon 1,0 %
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PervcTpausonnnii Homep: BT 000042 Crpannua: 2

cmemmmmmmmmmmeeee 1, OHBHKO-XVMHYBCKHE MOKASATEAM —====mmm—mm oo mmm oo

1.1. APPEIATHOE COCTOAHME: EHAROE

1.2. TEMOEPATYPA KHMOEHMA: 80,1 rpan. C
1.3, TEMNEBPATYDA NNABNEHMHA: 5,5 rpan. C
1.4. MNOTHOCTL: 0,879 {p/RyG. M)

1.5. PACTBOPHMOCTL

PACTBOPMMG B RHMpax: {ram/n)

1.6. CMELMEAEMOCTE ( BEHECTEO-BOOR ) 20 rpanm. C: 91,9

1.8. BANAX: BupakeHHu

1.9. PEAKRUMCHHAA CNOCOBHOCTE: Xnopupyercs, OKMCAAETCA, HMTRYETCH

1.10., SOPMA BHIYCKA: XMOKOCTH

—mmmmmm——mmccsss s emm e 3 YCIOBMA KEAHEHMA M MCTONBI0OBRHHE =====meomme e e
2.1. OCOBHE MEPH NPENOCTOPOXHOCTH TIPM TPAHCNOPTHPOBAHMM, XPAHEHMM 5 OBPAUEHWA:
YpaHMTh B TPEPMETHYHON Tape B BeHTHAMPYEMOM NOMEUSHHM BOANM OT OTHPHTODS OPHA Ha CKAafge
nexE

Z.2. HECOBMECTHMMOCTE C BENECTBAMH:OKMCRMTERM, KMCNOTH, Wenouw

2.3. OUACHHE NPOA¥KTH PRASNORERMA:---

2.4. CPEOCTBA WHAMBMIYANLHOR 3AUMTH:
PECOMPARTORH [ SAOMTHEE OUKM § NEPUATHM  ; ApyTHe

2.5, MEPH NPHY PASAKBE M PACCHNAHMM:CoGpate ¥ NEpeXaTh HA YTHAM3AUMD

2.6, YTHNMIAUMA: CxmMranue

NOXAFOBSPHBOONACHOCTD Aa
3.1. TEMNEPATYPA BCHORLEM: -11.1 rpam.C
TEMNEPATYPRA BOCONAMEHEHMA: rpag. C

TEMNEPATYBA CAMOBOCMIAMEHEHMS: 560 rpam. C

3.2. TEMNEPATYPHHE NPENENH PACNPOCTPAHEHMA RNAMEHH: -15-(#13) rpag. C
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Permcrpawnonneii vosep: BT 000042 Crpanmua: 3

3.3, KOHUEHTPALMOHHHE NPEAEAH PACNPOCTPAHEHMA OARMEHM: 1,43-8,0 % oOnew.

3.4. BOBMOKHOCTH TEPMORECTERYKIMM: Ha

OBPAZVIUMECA NPOAYETH: OxcHasl yIMepoms

3.5. CPEACTBA NOMAPOTVIIEHMA:newa ; nopowoxr

3.6. OCOBHE MEPH NMPOTHMBONGHAPHOW BE3ONACHOCTH:

e mo— 4, TOKCHYHOCTD =======mmmmemaoccmmm e e

4.1, OCTPAA TOKCHMYHOCTB:

THn DL 3xHadende (MP/ET) fyTe nocTynneHHa Bun ®MBOTHODS
LSO 1175 - 6400 BS® KPBICH

DL5Q 4700 - 5000 N frotii

DL5Q 299 8/t -

MuHMMARLHAA CMEPTENL= Hafd 0033 [NA YencBeKa NpH NOCTYMIeHdM wepesa por - 50 mrfxr.

run CL SuaveHue (MC/RVO.M) Bpema 3KCnOZMULMH (M) Bun ®MBOTHOIO
CL50 85000 4 KEBICH
CL5Q 24000 = 45000 2 bl

MiH. CMEDPT. KOHLEHTDA- UMA ANA YEeNOBEeHa .NPH BINXAHMK B TeueHWue 5 sap B0000 mr/m3.

4.2, E¥MYJATHBHOCTB: <CnaGas
Merom Lim et al., 1/10 DLSO, B/fx, kpwew. Coum 6,9. EweIHEBHOS DPEIEHME D/# KpPHCaM 003
110, 1/20, 1/50 DL50 B Teuehue 30 gHel He BM2WMBANC DHOEAM FMBOTHHX.

4.3, RNMHMYECKAA KAPTMHA OCTPOTO OTPABINEHMA:Mpx somxaHdu - BoaCyxneHue, CHMEHAOWMESCA
COHAMBOCTEE, D[OAOCBHAA BONL, TONCBOKPYREHWE, 8nﬂﬁxa, TONHOTE, PBCOTA, HapyleHue
KOODOMHALMM OBMEeHMN, HenpepubHel TpheMOop, NOCTENeHHD (CM. Non.AMCT) ocnateBaKupal 4
SMEHARIEACA CYNOPOTAMM, MOZMEe HACTYNALT HENONBMKHOCTb; MPM NONANAHKMK Yepes pOT = DROTA,
Gone B ropAe, N0 KOOy NMUeBROOA, B EMBOTE.

4.4. HAMBONEE NOPRMAEMHE OPIAHH M CHMCTEME:lenTpanssas & nepudeprueckan HepaHas
CHOTEME, HeNyAOoMHO-KMEOSHYHWR TPAKT, EYeHb, NOUKH, CHCOTEM3 KPOBM

4.5, NO3H (KOHUEHTEAUMM) , OBNANANUME MMHMMAMLHHM TOKCHYECKHM JNERCTBMEM (OPOTH
NEACTEMA, WX PASMEPHOCTL, N¥TE BBENEHMA, BPEMA 3SKCOOZMUMM, BMI XMBOTHHX.):

Ten: AHaueHMEa: PaamepHocTh ! Myre BBegeHWa: Bpeéma Bxan.: Buo mMBOoTHOTO!
1. Nfxp 0,25 Mp/ KD LIRS 6 mec. HPLICH

(Mo MBMEHEHHK B LEHTPanNbLHOR HepBHOR CHCTeMe M OpraHaX KPoBeTBOpEeHHA)
2. NAccrp 0,32 Mo/ ko [RES OOHOEDATHO KEBICH
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PervcTpausonnsil noMep: BT 000042 Crpanvua: 4

(N yeeaMUYEeHHK KOMMYECTE3 TRPOMOOUMTOR M CHMEREHHR  AHMPOUMTOS B NepuiepHuccroR

Kponi)

3. NKxp 0,6 Mr/u3 HHT . 3 mec. KpBICHE
(Mo H3MEHEHMD MMMYHONOTHYSCKHX NoxasarensH)

4. Limac 1100 /U3 HHI. 4y EPBRICEL
(A0 HAMCHEHMD MODHONOTHYECKODD COCTADAE KpOBK)

5. MXzan 2,8 MP/M3 HHD.
Henopex

6. MNKaar 1,5 Mr w3 HHD.
(no BAMAHMK Ha DHOMIEKTPMYECHKYX AKTHBHOCTH KODH POACBHODO Mo3ra)

7. HKpedp 300 = L00O0 M M3 HHT . 40 pastH . KPOMMKEH

(no MameHeHuo crubaTenbHoro pednexca)

4.8. PASOPARAKUEE ONEACTBME: Ha wowy: la 7 Ha rnasa: Ja

HOWE !

15 Mr HATHMBHODO BEWECTHA, BHOTDICKEHHE y4dacTox GOKOBOM MOBEDXHOCTH CNMHE KPOAMKOB, 24
4y = cnatoe pasnpaxanmes nedcTBHE.

KOWE
500 Mr HATHBHOTO BENECTEA, BHCTDMEESHHEI YYACTOK OOKOBOW MOBEPHHOCTH CAMHE KPONWHOR,
24 ¥y - yuMEpEMHOE DASAPARALUEE HNERCTDHE.

TNaza:

2 Mr HATMBHOTO BEUWESCTHA, OCOHOKPATHO, KPOAMKM = CHALHOS DASApAMANMGS OGACTBME

4.7, KOXHO-PESCPBTMBHOE JEMCTBME: Ia

Lim ac - 1840 mrefer, n/x, "ABOCTOROR METON", OOHOKDPATHO, KPEICH.

Lim ch = 64 mrfxr, H/x, "wxBocTOBROR MeTOA", 4 MeC., KPHOW (00 MIMEHEHMEK (YHEUMOHANLHOIO
COCTOAHMA HEPBHON CHOTeME M MOPPOMOCrMYEecKoro cocrTasa nepupepuueckol KposM) .,

4.8. CEHCHMBMNHMIHPYVIOUWEE RERCTBHME: Ha

Opy ONMMTENsHOR MHDAMALMM M NOCTYNNEHMMM B MENYACK MODCKHMX CBMHOK M 87BN KDHC OTMENMEeHO
AnNeprHYecKos BeHCTBHE.

4.9, IMBPMOTPONHOE MERCTBME: Ja

EeH3On NpOoHMKAST Yepe3 MAaueHTY.

670 Mr/mM3, MHT., KPYITOCYTOUHC B TedueHMe 15 Adel mo CNapvBaHMA ¥ b TeUCHMEe AceR
BepeMeHHOCTH, KPUOH-CAMKK - CHUKGHWE DOXIAEMOCTH |{MHEeRCA QepTunbHOOTH) .

ECmin 56,86 wr/m3, wuur., xpyraocyToudo, 1-21 feus GepeamMeHHOOTH, KPHOH=CAMEME = CHUReHHE
poRnaenccT (MHoexca depTuneHocTH} .

4.10. TOHROOTPONHOE NENCTBHE: Ia

64 Mr/EP, H/K, "XBOCTOBOR MeTom", 4 MEC., KPHCH - WIMEHEeHME CTRYHETYRH IOHan.

56 mp/M3, HHD., 4 MEC., HKPHCE - CHHXEHME KONHMYECTBAE HYKNEHHOBHX KMCHOT B MyRCKMH K
HEHCKMY DOHADaX. J

5 Mr/RT, BSO, MEWM-CaMUB, OQHOKPATHO = YBENMUEMME NPEAMMIIAHTAUMGHHON IMOenM
4,11, TEPATOPEHHOE BERCTBME: fa

56 mr/M3; MHD., 4 MeC.: HPHCH = ¥ NOTOMCTBE CHBMIM B CHOTEMA KPOBETBOREHMA, B
PyHEUMOHANLHOM COCTOAHMH LUHC, cCHIMEeHME KOMMYECTEA HYRASHHODLIN KMCNOT B MYKCKMX M
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Perscrpaunommiit nosep: BT 000042 Crpanmua: 5§

AEHOKME POHAZAX.
16,3 /M3, MMDP., 6-15 gexbs CepeMeHHOCTM, Mpik - ONYXOMM fMudaTHUecKoR cCUCTeMH (BRIOYAR
ceneseHKy ¥ KOCTHEA MO3D), BO3ZERCTBME HA KDPOBL.

4,12, MYTAPEHHOE JEACTEME: Ja
BeH30oq He MyTareHed nna Saxrepsi, Spossed, nposoduns, wneTox KYNLTYES AuMboMs]  MuweR, a
TAKMe KASTOK MNexKcenuTamuu: in vivo. BuUSMBaeT XPpOMOCOMHBE AHOMANMM B HASTHAX
MIBKONUTARMME in vitro | ¥y semed @ kpue in vivoe.

B npoM3BoOCTBOHHEXY YOMOBMAX MHOYUNPYET XPOMOCOMMLE AHOMAMMW ¥ noged.

lnToreHerMuecxui AHANMIA:
1 saone/n, 72 4, nefKouMTH YenoBEKa

HameHeHMe CeCTPHHCKOTO XPOMATHIHOTO OLMEHa:
0,2 wvonsfn, avepolMTH YENODEKA

HesannaHupoBauHert cuunrTes [HE:
1 MMonb/N, KASTKM NedMeHy KpHc

JoMHAHTHNE JIETANLHEE MyTaLMu:
1 MP/RT. OOHORDATHO, B/¥, NONOEHE M COMATHYECHKUE KISTKH Memed

JoMMHAHTHEE JeTANBHEE MYyTALMM:
0,2 wmp/xr, 12 nHed, n/x, NONOBHE M COMATHUECHME KISTHM KDHC

4.13. KAHUEPOTEHHOE OEWCTEME: wenomex: Ja

KOHTAKT 4encHeKa ¢ GeHIONOM MOMET BHIAMBATh HARYUEHMA PEMOMOITHHECKON CHMOTEMH, B TOM
yHCne NaHUMTONeHHn. CBASL Memny Bo3gefcrTaMes GSM3IONa M DASBUTHEM CCTDEIX MHENOHIHEN
NCHKOSOR NOATEEDHASHA SMMASMACIOIMUSCHMMM HOCHSADEAHMAM.

B MCCNeNOBaHWAX, NPOBEeHHEX Ha 233 npeanpuaATHAx Kuraa ¢ otonenoBaHuen 28460
paGouny, NOADEPLADBMMNCA BOSOSHCTEMK OBHIONE, OTMEUEHO B 23 Chnyyadax - OCTRAEA MeHKeMMA, B
T = xpoHMuUecHan MoREeMMA. CMODTHOCTE OT mefkenei cocTanMna ld sa 100 fwme. wemonewa B
rom. cpemM monel, NoABERTABNMMNCA BOIAGHRCTAMO OSHAOMA; B KOMTDONLHOR rpynne - 2 Ha 100
THC, YEMOBEX B oM.

CMepTHECTE T Refxemwy ¥ pafounx DE3MHOBOTO NpOM3BOACTBA OPPaHMUeCKOTS CUMHTE3d
KOHTAKTMPVIOWME ¢ OeHZoNoM, cocTaemiaa 701 xa 100 Toic, yenoBer B ros, KOHUSHTRaUMM Cutmu
or 10 as 1000 mrfu3, HO B OCHOBHOM YEAaDBEaMMce 50-500 wmr/w3d.

Mo marepuanam MAMP NOKZ3ATENLCTDE KAHUEPOTCHHOCTHM ILNA YEMODCKA AOCTATOHMEE.
OTHeceH B rpynny 1 [0eayCcnoBqHo KasHUepored OAA Yelobeka) :

ECmin 200 mr/m3, uur., 78 Helenk, YeNoBeR = nNeAKeMMA,; TPOMOOUMTOREHMA {KaHUERoTeH no
wpuTepuAn RTECS) .

ECmin 32,5 ur/u3, wer., no 8 4 B Tevedne 10 ner, YenOBeK - JAeRKeMMA (KAHUSDODEH NO
Kpurepuad RTECS).

EDmin 200 wur/kr (cymudapee 52 r/rrd, Bfm, 52 Henenw, 4eNOBEN - ONYHONM IHOOKPMHHON
cHoTens, JeHxesdd (RaHusporeH no KpuTepHAs RTECS) .

KAHUEPOTEHHOE JERCTBME: smBoTHue: YMepeu:oe
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Perucrpaumonseii wosep: BT 000042 Crpanmua: 6

MlepopansHoe BOEICHME CEHIONA KPHCAEM W MEDEM MYyRCKMX M HEHCKMX 0C0DeH HMHAVUMPODBAND
ofpasopande onyxofiell B pPasmMuHNE Oprasax. [pM MHPANALUMOHHOM BOIZERCTOMM ¥ CAMUGH MENEHR
HAGnNRoans aHeM s, AMMPOreHMn, DHOSPNAAZME KOCTHOTO MO3DA M YEEAMYMEeHME HacTOTH
MUMPOMEHEN ONYRONeR.

670 wmr/xp, afx, 19 Hefens, = PABBMTHE TeRKEMAM.

20 Mpr/uS, wMD., MO -  PASBMTHE FNOKAYSCTBEHHEX HOBOCODASOBAHME.
EDmin 31,7 wmp/kr (cymdapHo 2 1), BAK, 2 TOOE, MHUM - ONYXOAM DHIOKDMHHOR CMOTEME,
JHMGOTRANYIeMATOR.

EDmin 4,9 n/xr (cvsedapHo 1200 pfer), H/x, 49 Heooens, MK — ONYNOAW KO,
NokazsaTenboTdd KAHUSPOPEHHOCTH [UIA HMMBOTHHX DOCTATOVHEE.

Ouenxa MAME: rpynna 1
e mmsm s s e == m—= = §, [PHUTHEHHYECKME HOPMATHMEBH., ===r-mmeeecesee e ———

MoK w.p. (atM. BO3L.)} [Mr/M.eyS.]: 0,3 ; pes.
MoK ¢.c. fatm. BOaf.) [Mr/d.xyd.]: 0,1 ; pes.
MK M.p. (pat. 2oua) [Me/M.xyo.]: 15 ;7 K, + ; napet
MoK c.c. (pat. zoua) [Me/M.xy0.): 5 i napu

MOY¥ wowa [arfcm.xe.]: 0,05 ;i K ; 4 Enacc OnNacHooTH

MOY { msmuma ) [Mrderl:

MoK {msoma) [mr/fnal: 0,01 ;K Pog.=T,

MK (nousa) [mr/er]: 0,3 ; BO3AVUHO= MMADDAUMORHBR
MEMMEYARMA, JONOAHEHKMA, PACEMSPOREA MCOONBIOBAHHEX CHMBONOE:

K - KaHueporeHw

+  TpeOyeTcA CNeuMansHad JalMTa KOKM M IJas

6. KAACCH ONACHOCTH (M0 NOK) :
ATM. BOSA¥X: 2 ; PAB. 30HA: 2 ; EOIA: 1

7.1. METOR ONPEIENEHMA. NMPMHLUMI, YYBCTBUTENBHOCTh, HTO HA METON:

Pafi.20Ha - rasoeMoEocTHan Xpodartorpadwua,0,7-10 wmr/u3.Meroouueckue yEAZEAHKA N0 MEMEDEHWD
KOHLUEHTPALE DPeIHuy BemecTs B BOAAYXC padoded 3oHH. =M., 1981.-

Bun . XWII.-¥2328-81.-C.89. AtM.B. -
razoxpoMarorpaduuecekuit, 0,5 wr/m3. Mypassesa C.M, u ap. CnpaBouHMK N0 HOHTROMQ BREOHLX
BeWecTs B BO3IAYXe.-M., Xmun, 1983.-(cu.pgon.nuer)  C.264.

Bopa - doromerprdeckuii, 0,1 mr/a.Bopuzos H.B. » gp. Meroow MCCAGOOBAHMA KAueCTBa BOAM
BonoeMoB . =M., Memsuwua.-C.273.

Noupa - razoxposaTorpapuyecwss, 0,01 umr/kr. PYKOBOACTED NO CAHMTAPHO-XMEMYECHOMY
WeonegoBaHun nous.-M., 1993,

&. NEPBAS NOMOWE NMPH COTPABINEHMH.
Mpit BOHXAHMK - cBemud BOBOYX, noKo#. Tenme. llpu ccnaGnexas waM OCTANODKE fObiganua -
MOKYCOTBEHHOE NhMXaHWe deTonoM "w2o pra o por”. [Ipx nonanasws wepes poT - OCHNbHOS
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Perscrpauronneidi vomep: BT 000042 Crpannus: 7

AMTBE BOMB, AKTHEMPOBEHHEN! Yrons, CoyaLdaT HATPMR {ler.noska Ha cTaran poaw) . [po
AONanaHMK Ha KOXY M B IJa3a - COMETE NPOToY- Mo Bonof. (oM. non.amcr)
OCPATHTECA 328 MEaOMUMHOKOR NoMOWLK.

--------------------------- 8. SKONOTMYECKAA EEAOMACHOCTE. -==m-m=mmmm-mmeemmaeo oo

9.1. CTABMALHOCTE B ABMOTHYECKMX YCNOBMAX:
£ 1/2 =53 cyr F 7 =1 &yr. - craduabHs [/

9.2, TPRHCOOPMAUMA B OKPYHAKLEA CFEILE: TpaHcdopssipyeTca
MPOOY¥ETH TEARHCROPMALMH:

8.3, EMONOTMYMECKAA HMCOCHMMNAUMA: 10 - 20 % ( tpyamas ) ;  BO=(BOKS/XNK)*100% : 16,3
9.4, BMK monmoe: 1,15 [mMrO/mm wyG.] ;  BOKS: 0,55 [mrQ/mm wys.]
9.5, KOK: 3,07 (mrd/am xy6.)

9.6. OCTPAA TOKCHMYHOCTE ONA PHE.

THn 3HaueHwe (wmr/n) Bun pub Bpema sxcnosHumM (4l
1. CL5O 5.8 Morone saxatilis 36
2. CLAO G,2 Salmo gairdneri (¢opene pamyvkHad) 96
3. CL5D 34,4 Carassius auratus (Kapacs cepeSpaAHst) 56

9.7. OCTEAA TOKCHYHOCTL ANA JASHMA MATHR [ CLSD (wr/n), Bxa, BpeMa skenoawumm { 4. ) |:
CLSO 10 F)

9,8, TOKCHYECKOE BOINERCTBME HA BOOOFOCHM ( B KVABRTYPE ) [ CLS0 (ur/n), Bun, spems
srcnoaMuMH [ 4. ) ]

EC (MHCrMOMpOBEHME pocTa)>1400 Scencdesmus guadricauda (3enenne} CL5D 525
Chlerella wulgaris (¥mopennal 48

9.9, TOKCHUECKOE HERCTBME HA NOUBEHHHX BECMOOSBOHOYHHX [ CL50 (Mr/n), Bua, bpeMa
JKCnoIMUME | 4. ) 1:

9.10. BHABNEHHHE 3$CEKTH HA MOIENLHHE SKOCHCTEMH:
EC (muruBxponanue pocTal 96 mr/n  Pseudomonas putida 16 u

e emmmmmmmmmm e m e mm— = BKONOTHYECKHME HOBMATHBE . =mm=s=s=sssssss=sscece——-

NOK Ans peOOXOIAKCTBEHHMX Bomoemcs: 0,5 ,ToKC., 4 KIACC ONACHOCTH

MoK pacTenma | urfum K¥G. ):

NAK opepecHse nopome | MP/M Ky0. )@

NOK B Suocdepe | Mr/m wyG. ):

JOK KopMa ANR CfX ®MBOTHHX [MONOUHLER CKOT, ARUCHOCHEE NTHUN) ( MD/eD ):
JOK wopma ARNAR CFX RMBOTHHK | OTKOPMOMHME HMBOTHME M NTHUE ) [ MD/KD ):
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Perucrpaustonuidi iosep: BT 000042 Crpammua; 8

PPRSH H KOOH FHCHA.
R: 45-11-23/24/25-48
R1l - Quelb OPHEONACHS (AeDKe DOCANAMEHAGTCA)
R45 ~ Mower BH3IBATL FAGONEBAHME DaKoM
R48 - OnacHocTh GepLe3HODO Ylepda AAA AZOPOBLA NPM NPORGAAMTERLHOM BO3REACTRMM
R23/24/25 - ToxcwudHo NPHM BIKXAHMKM, KOHTAKTE ¢ KOKER M NONAKAMMKM B XeyHEOUHO=KMWUEeWUHBE:
TpaKT

5: 5:53-16-29-44

8353 - He noadseprafiteck BOJACHCTBME - OePOL MONOALIOBAMMEM MAYUHTE HHOTDYHLMD 1O
Ge3onacHomy OO0PALGHMO ¢ DBOUeCTDAaMA

514 - Bepeus OT OTHA = HE KYPMTh

529 - He pwOPACKMBATE OCTATKM D KaHAMMIAUMO

544 - Mpx yXyIUeHHM CAMOMYBCTBMA O0PATHTLCA K Apauy. (pM cefe MMeTh N0 BOSMOMHOCTH
STUKETKY MONOALIYEMODO BRUSCTHEA

10. OONONHHUTENLHHE CBEOEHMA:

BHacoHE MAMEHeOHWA B WHOCDMAUMOHHYK KapTy 12 anpenas 2004 p. Noporosan
KOHUSHTDALMA N0 BAMAHKE HA OPPAaHONenTHYeCKMe CBOACTEBA BOA Mo sanaxy: NKopr.zan. 5
Mr/n. B xosueHTpaumax 5-25 Mr/n BewecTRO HE HADYWART  NDOLSCCH CEMOQUMIEHMA BOOOEMOB.
Buonerpanauss B (o, Jon. AMeT) SHoTHMYECKMK YonoBMAax tl/2 16-28 aMel B rpyHTOBHX

M PEHHMKX BORAX.
MakCHMANLHAR KOHUSHTDALMA, KOTODAR NPM NOCTOAHHOM BO3NeACTBMM B TEMEHHE ANMTENLHODGD
BREMEHMY, HE BHILBIET HAPYREHMA SHOXHMMMMECKMX NPOUSCcCOB BORM BOMOEMOR: MHG 25 ur/n.
ApapHiiHAA HapTouka: H314. Houmep OO0H: 1114.

11. HMCTOMHWKKM MHSOPMALMM:

HOPHATHEHHE OOKYMEHTH:

1. TurxeHuyeckde TPeGOoBAHMA K YCNOBMAM TPYOAa xeHuwwH. lFockoMcaHsnMiHanzop FocouM, YIEB.
28.10.96, W32, CauluH 2.2.0555-96.-M., 1996.

2. NOK BpefHex BeWeCTR B BO3AVXEe patouell SOHH. Focraﬂoaneuue M'aaBHOTO TOCYIZAPDCTBOHHMOTG
CAHMTApHODO Bpada PoccuBickol demepaumk or 30.04.2003, ®76. IPH 2.2.5.1313-03, yra.
27.04.2003 r.-M., PIOXB Mesnznpana Poccwms, 2003. '

3. NIE 3arpaAsSHaOuMy BeUeCTE B ATMOCHEDHOM BOIOYXEe HacemewHux mecT. [locTaHOBRNeHME
T'nasyors rocylapcTBeHHolo CaHWTapHore ppauva Poccouiickod Cemepausy or 30.05.2003, ®114.
TH 2.1.6.1338-03, yre8. 21 mas 2003 r.-M., PNOXE Munsapama Poccwmwm, 2003,

4. TIOE smmqyeckds DEWECTH B BONE DODHHY OOBEKTOR XO3ANCTIEHHO-NMTLEBOTO W
KyNsTYpHO-OHTOBOrS BOOCNOALZODAHMA. [locTaHomnexMe MMABHOre IoCYNapCTBOHHOTS CAHMTADHOTO
epava Pocowmfcrod Cenepaumd ot 30.04.2003, ®w78. PH 2.1.5.1315-03. wra. 27.04.2003 r.-M.,
PNIOXE Mmusnpasa Pocoms, 2003,

5, MY SarpAsSHeHMA KOMHHY MOKpOBOB BPEOHEMGd BemecTRAMM. locKkoMCcaMasnMOHamaop Pocoum.
NMecraHobnedye ot 31.10.96, W37, TH 2.2.5.563-96.-M., 1996.

6. Nepevesb BEWECTH, NPOAYKTGB, NPOMIBOACTBEHHMX NPoUeCcCoB, OLITOBMX M NPUROIHLIK
$AKTOPOB, KaHUEPOreHHWX AnA Yenomera. [locTanopbnesume INADHODS IoCYIapCTEEHHODO
CAHMTAPHODO Bpaua PoccwickoR Cepepaum, yre. 23 gexatpa 19928 r, W32, IH 1.1.725-98.-M.,
Muuanpas PoccHd, 1998,
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7. Nepeues pHOGOXOIANCTBAMHLX HODMATHBOB: NPONENLHO HOMYCTHMEX woHueHTpatsi (MAK) »
OpMEHTHDOBOUHG 0e30NAaCHHX YDOBHER posfgefcrexa (OBYB) BREeOHEX BeUeCTE IMA BOOM BOIHLIN
oGBLEKTOR, MMemuMX proxcasRcTBeHHOE 3Mavenwe. locyrmapoTBenHsdl xomuTeT PoccuRckoR
demepaw 0o pHOONGBCTEY, YTB. 28 anpensn 1999, WI6.-M., BHWPD, 1999,

BAIOBHE MCTOYHMKM HHOOPMALMM:
1. BpenHye sewmecTBa B npoMumneHHocTH. OpraHMuyeckHe peumectpa. Onp. n/p H.B.Jlazapeea
3.H.Nesmuolt. =N., Husa, 1976.-, C.180

2. BpenHue XuMMMEcKMe BamecTBa. ¥Yrnemomopomnd. TaforeHnpoM3BOOHEE YISBOOOPOOOB. Cnp.
n/p B.A.dunoea m gp. - M., ¥meess, 1990.-, C.115-137.

3. EmnHAA TPAHCNOPTHAA HOMEHENATYDA onacHux rpyzos.-M., B/D "Moprexuudopupexnawma®,
1989.-, 4.1.-C.16; 4.2,3.-C.44.

4. KaHueporeHHsle BemecTna. Marepdanw MAMP. Cnp. nep. ¢ awrn. nfp B.C.Typycoea.- M.,
Memiumma, 1987.-, C.244-245,

5. KoponsueHxo A.A. No*xapod3pulBOOnacHOCTs BRLECTB M MATEDMaNoBR M CPeIcTDa MX
rymenusa . =M., Accoumaums “"Moxuayra™, 2000.-, Y.I.-C.196-197.

6. MemMudHCKHE BONPOCH MMXBHMOAUMH MOCAEOCTBMA ABAPHE HA RENeSHOLODORHOM TRAHCNODTE.
PyrosogeTee nfp ¥.H.Kopauydosa, C.B.CysopoBa.-M., 1991.-, C.91-92.

7. Hayuswe o030pH COBETOKGM AUTERATYDH N0 TOKCHMMHOCTH M OMNACHOCTHM XMMMYECKMX DEWecTs.,
Benzon. =M., 0HII KT, 1585.-890.-45 c.

8. MoxapoBAPHBOONACHOCTL DEWEeCTS M MATEPHAN0D M CpeNcTDA MX Tywexua. Cnp. n/p
A.H.Baparona u ap.-M., Xusma, 19%0.-, Kx.1.-C.165.

9. Mpasuna Ge30NacHOCTM M NODANOK NMKBMIAUWM SBADHAHEX CMTYAWWA C ONACHLMM TRY3akd NpK
NEPEBO3KE WX MO HeMe3HONOPOMHEM noporawm.=M., 1397.-, C.237-238.

10. MpenensHo AONYCTMMBE KOHUEHTPaUMM BPeMHLX BeEecTB B BOIAYXe W poge. Cnp. ofp
T.N.BecnamaTHosa K Op.-Jl., Xwads, 1975.-, C.304.

11, CCOHS Disk Information Service RTECS. Canadian Centre Occupational Health and
Safery, . 2004-4.

12, Environmental Health Criteria.-, Benzene.-WHO, Geneva, 19%93.-W150.-156 p.
13. Handling Chemicals Safely.-Netherlands, 1980.-, P.187.

14. IARC Monographs on the evaluvation of carcinogenic risks to humans.-France, IARC,,
Lyen, IARC, 1987.-Suppl.7.-P.120-122.

15, IUCLID International Uniform Chemical Information Database. Existing
Chemicals.-1996.

16. International Registry of Potentially Toxic Chemicals.-Geneva, UHEP/IRPTC, 1995,
17. Legislation on Dangerous Substances. Classification and labelling in the European
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Communities. Brussel-Luxemburg.-1987.-V.2.-, P.221.

18. Merck. Chemicals Reagents. 1999/2000.-, P.252.

COCTABUTENM: Xawanymaua X.X., Nepoyxmda ¥.B., 3adxoBa H.B.

Inflammable “F" Toxic "T"
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Annex Il. Testing guidelines for
substances: toxicological endpoints

> Temporary Methodical Guidelines for Establishing Maximum Permissible Con-
centrations of Air Pollutants in Residential Areas. No. 4681-88, approved by the
Ministry of Health of the USSR on 15.06.88.
(BpemeHHble Memodudeckue ykasaHusi no obocHosaHuro MK 3aepssHsouwux eewecms 8 ammoc-
epHom 8030yxe HacerneHHbIx Mecm. N 4681-88, yms. MuH3zdpaeom CCCP 15.06.88.)

> Study of Methodical Guidelines for Establishing Sanitary Standards With Regard
to Harmful Substances in Working Place Air. No. 2163-80, approved by the Min-
istry of Health of the USSR on 04.04.80.
(Memoduyeckue ykasaHusi K nocmaHogke uccriedosaHull 0515 060CHOBaHUS CaHUMapPHbIX CMaH-
Oapmog 8pedHnbIx seuiecms 8 8030yxe paboyeli 30Hb1. N 2163-80, yme. MuH3dpagom CCCP
04.04.80.)

> Methodical Guidelines on Elaboration and Scientific Justification Regarding
Maximum Permissible Concentrations of Harmful Substances in Water Basins.
No. 1296-75, approved by the Ministry of Health of the USSR on 15.04.75.
(Memoduyeckue ykasaHusi no paspabomke u Hay4yHomy obocHosaHuto K epedHbix sewecme 6
800e godoemos. N 1296-75, yme. Muradpasom CCCP 15.04.75.)

> Methodical Recommendations for Studying Carcinogenic Properties of Chemical
Substances and Biological Products in Chronic Animal Testing. No. 2453-81, ap-
proved by the Ministry of Health of the USSR on 09.10.81.
(Memoduyeckue pexomeHdayuu no uccredo8aHuk KaHUEePOEHHbIX C80LICMe XUMUYECKUX 8e-
wecms U buoo2u4eckux NPoOyKMo8 8 XPOHUYECKUX Onbimax Ha XugomHbix. N 2453-81, yme.
Mur3sdpasom CCCP 09.10.81.)

> Methodical Recommendations for Experimental Justification of Hygienic Stand-
ards for Carcinogenic Chemical Substances. No. 3864-85, approved by the Min-
istry of Health of the USSR on 08.05.85.
(Memoduyeckue pekomeHdayuu no 3KkCnepumeHmanbHoMy 060CHO8aHUI 2U2UEHUYECKUX peana-
MEHMOo8 XUMUYECKUX KaHuepo2eHHbIX sewjecme. N 3864-85, yms. MuH3dpaeom CCCP 08.05.85.)

> Methodical Guidelines for Studying the Mutagenic Activity of Chemical Substanc-
es When Establishing Their Maximum Permissible Concentration in Water. No.
41110-86, approved by the USSR Ministry of Health on 12.06.86.
(Memoduyeckue ykasaHus no U3y4eHuto MymazeHHOU akmugHOCMU XUMUYECKUX 8eWecms npu
obocHogaHuu ux MK e eode. N 41110-86, yms. Mur30pagom CCCP 12.06.86.)
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> The Methodical Guidelines: “Requirements for Conducting Experimental Studies
Regarding Maximum Permissible Concentration of Industrial Chemical Allergens
in Atmospheric and Workplace Air.” No. 1.1.578-96, approved by Goskomsanep-
idnadzor of Russia on 21.10.96. (State Committee for Sanitary and Epidemiologi-
cal Surveillance)
(Memoduyeckue ykasaHus “TpebosaHusi K NOCMaHOBKe 3KCnepuMeHmarbHbIx uccredosaHull no
060CHOBaHUK npedenibHO AonyCMUMbIX KOHUEHMpayul NPOMbILTEHHbIX XUMUYECKUX asiep-
2eHos 8 8030yxe paboyeli 30HbI U ammocpeps!”. N 1.1.578-96, yme. 'ockomcaHanudHad30pom
Poccuu 21.10.96.)

> Methodical Guidelines for Applying Calculation and Experimental Express Meth-
ods With Regard to Hygienic Standards for Chemical Compounds in Water Ba-
sins. No. 1943-78, approved by the Ministry of Health of the USSR on 08.12.78
(Memoduyeckue yka3aHusi N0 NPUMEHEHUIO pacyYemHbIX U 3KCNPECC-3KCnepuMeHmarbHbIX Memo-
008 Npu 2U2UEHUYECKOM HOPMUPOBaHUU XUMUYECKUX COeOUHEHUl 8 800e 800HbIX 00bekmos. N
1943-78, yms. MuH3dpasom CCCP 08.12.78.)

> Methodic Guidelines on Setting Approximate Safe Exposure Levels for Air Pollut-
ants in Residential Areas. No. 2630-82, approved by the Ministry of Health of the
USSR on 25.11.82.
(Memoduyeckue ykasaHusi N0 ycmaHOBMEHUK OPUEHMUPOBOYHbIX 6e30NacHbIX yposHeli 8030el-
cmeusi (OBYB) 3azpsasHsowux sewecms 8 ammocghepHoM 8030yxe HacesieHHbIx mecm. N 2630-
82, yms. MuH3dpasom CCCP 25.11.82.)

> Methodic Guidelines on Setting Approximate Safe Exposure Levels for Harm-
ful Substances in Working Place Air. No. 4000-85, approved by the Ministry of
Health of the USSR on 04.11.85.
(Memoduyeckue ykasaHusi N0 ycmaHOBIEHUK OPUEHMUPOBOYHbIX 6e30NacHbIX yposHel 803-
Oelicmeusi 8pedHbix gewjecme e 8030yxe paboyell 30Hb1. N 4000-85, yme. MuH3dpasom CCCP
04.11.85.)
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Annex lll. Comparison of EU and
Russian regulation systems for
selected substances

1. General remarks

EQS / MPC values for inland surface water bodies are compared (in Russia there are MPC, values
usually assigned for sea water too)

EQS origin from DIRECTIVE 2008/105/EC, if not otherwise stated

EQS origin from DIRECTIVE 2008/105/EC, if not otherwise stated

Hygienic norms are taken from N'H 2.1.5.1315-03 (enforced from 15.06.2003), if not otherwise stated.
Remarks about registration are not systematically added

2. Highlighing codes used:
Emphasized: HELCOM / EU substances discussed in COHIBA project

(please note that for octaBDE, PFOS/PFOA, HBCDD, SCCP/MCCP Russian MPC for
water environment were not detected, i.e. they are not included in the table). Also for
octylphenol and nonylphenol matches were not found, but their ethoxylates are regu-
lated.

Grey not exact match, but suspected to be relevant

3. Hazard classes

Class 1: extremly hazardous; discharge of class 1 substances to a water body used for drinking
water extraction and recreational and general use is prohibited according to hygienic
norms

Class 2: highly hazardous

Class 3: moderately hazardous

Class 4: low-hazard substance

4. Abbreviations used

EQS environmental quality standard

MPC MPC — maximum permitted concentration; similar to EQS, but due to differences, e.g.
in averaging periods, terms are not equivalent;

AA annual average

MAC maximum allowed concentration

Priority HS priority hazardous substance

WEFD | Water Framework Directive List | substance

WFD I Water Framework Directive List Il substance

IPPC substance to be considered in IPPC permitting (no specific water priority)
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ELV emission limit value to St. Petersburg sewage system

Est MAC according to Estonian legislation

sea MPC is assigned only for sea water

org organoleptic norm (smell, taste, foaming)

san general sanitary norm

Substance EU regulation Russian regulations

EQS, pg/l Priorities MPC MPC Pollution Remarks

fishery? hygienic’
ug/l pg/l charge (e.g. reg-
rate, istration)
hazardclass hazard class RUB/t
METALS
Arsenic Est: 0,05 WEFD I 0,05 (hazard 0,01 (hazard 5510
class 3) class 1)
Cadmium 0,00008- priority HS 0,005 (haz- 0,005 (haz- 55096
0,00025 ard class 2)  ard class 2)
0,00045-
0,0015
Cobalt (Co?") - WEFD Il 0,01 (hazard 0,1 (hazard 27 548
class 3) class 2)
Copper (Cu?*) Est: 0,015 HELCOMW- 0,001 (haz-  1* (haz. cl. 3) 275481
FD I ard class 3)
Chromium, total Est: 0,010 WEFD II 0,07 (Cr**, 0,05 (hazard 3935 (Cr®)
haz class 3) class 2)
0,5 (Cr®)
Chromium (Cré*) - HELCOM 0,02 (hazard - 13774
class 3)
Iron - - 0,1 (hazard 0,3 (colour 2755
class 4) cl 3)
Lead AA 0,0072 HELCOMW- 0,006 (haz- 0,01 (hazard 45913
FD Il ard class 2) class 2)
Manganese (Mn?*) - - 0,01 (hazard 0,1 (colour 27 548
class 4) cl 3)
Mercury (Hg?) AA0,00005  priority HS Not allowed 0,5 (hazard 27 548 091
0,01), haz. lass 1
MAC E:Iass)1 * cass )
0,00007
Molybdenum WEFD Il 0,001 (haz-  0,07* (haz. 229 568
ard class 2) class 3)
Nickel AA 0,02 HELCOMW- 0,01 (hazard 0,02 (hazard 27 548
FD I class 3) class 2)
Tin (all salts) Est: 0,003 WEFD Il 0,112 (haz- - 2460
ard class 4)
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Substance EU regulation Russian regulations

EQS, pg/l  Priorities MPC., ., MPC . ., Pollution Remarks
pg/l pg/l charge (e.g. reg-

rate, istration)
hazardclass hazard class RUB/t
Vanadium - WEFD Il 0,001 (haz- 0,1 (hazard 275 481
ard class 3) class 3)
Wolfram (W¢*) - - 0,0008 (haz- 0,05 (hazard 344 352
ard class 3) class 2)
Zinc Est: 0,05 HELCOMW- 0,01 (hazard 1 27 548
FD Il class 3) (haz. class 3)
OTHER INORGANICS
Cyanides Est: 0,1 IPPC 0,05 (hazard 0,07* (hazard 5510
class 3) class 2)
Sulphides - - 0,05 (hazard 0,05* (smell 55 096
class 3) haz. class 4)
ORGANICS
Benzene AA 0,01 WEFD Il 0,5 (hazard  0,001* (haz- 552
MAC 0,05 class 4) ard class 1)
0,01 (in
2003)
0,5 (1998,
haz. class 2)
Decabromodiphenyl - HELCOM 10 (sea, haz. - -
ether class 4)
Dibutyl pthalate - HELCOM 0,001 (haz-  0,2* (hazard -
ard class 2) class 3)
1,2-dichloroethane AA 0,01 WFD | - 0,003* (haz- 2755 ELV:
ard class 1)
20 pgl/l
Dichloromethane AA 0,02 WEFD Il 9,4 (haz. 0,02 (hazard - ELV:
class 4) class 1)
20 pgl/l
Di-(2-etylhexyl)-pthalate HELCOM - 0,008* (haz- -
ard class 1)
Nonylphenol AA  0,0003 Priority HS 0,3 (haz. 0,1 (org. 918 on7
| .
MAC 0,002 class 3) Foam cl. 4)
Nonylphenol ethoxy- - HELCOM 0,01-0,25 0,1-0,3 (org. - Neonol AF
lates (haz. class 4) foam cl. 4) 9-4, 9-6,
9-10, 9-122
Octylphenol AA 0,0001 HELCOM = - -
Octylphenol ethoxy- - HELCOM 0,25 (Cl.4) - - Neonol AF 14
late 0,1 (sea)
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Substance EU regulation Russian regulations
EQS, pg/l  Priorities MPC., ., MPC . ., Pollution Remarks
ug/ g charge (e.g. reg-
rate, istration)
hazardclass hazard class RUB/t
PCB WED I, Not allowed  0,0005* (3 - ELV:
review prior-  (0,00001 ), and 5 chloro
ity HS haz. class1 congeners, 0,1 ug/!
haz Class 1)
Pentabromo-diphenyl AA5x107 Priority HS ~ Discharge - -
ether prohibited®
Phenol Est: 0,001 WEFD Il 0,001 (haz- 0,001 (smell, 275 481
ard class 3) class 4)
Tetrachloro-ethylene AA 0,001 WFDI 0,16 (hazard 0,005* (haz- - ELV:
class 3) ard class 1)
20 pgl/l
Tetrachloro-methane AA 0,012 WFDI Not allowed 0,002 (haz- - ELV:
(carbon tetrachloride) (0,000014),  ard class 1) 2 uall
haz. class 1 Mg
Tetraethyl lead - - - not allowed 27 548 091
(haz. cl. 1)
Tributyltin com- AA 2x107 Priority HS ~ Not allowed  0,0001 (cl. -
4
s, b
: 0,02 (cl. 2)°
Trichlorobenzenes AA 0,0004 WFD I 0,001 (haz- 0,03 (smell, -
ardclass 2) cl. 3)
Trichloroethylene AA 0,01 WEFD | 0,01 (hazard 0,005* (haz- - ELV:
class 4) ard class 1)
20 pgl/l
Trichloromethane (chlo- AA  0,0025 WFD | 0,005 (haz-  0,06* (hazard - ELV:
roform) ardclass 1) class 1) 100 g
Triphenyltin com- HELCOM Not allowed - -
pounds (0,00001),
haz. class 1
PAH AND DIOXINS
Benz(a)pyrene AA 0,00005 Priority HS - 0,00001* - ELV:
h |
MAC 0,0001 ﬂ)azard class 0,1 ugl!
2,3,7,8-TCDD review priori- - 0,001* pg/l -
tyHS (haz. class 1)
PESTICIDES **
Alachlor AA  0,0008 WFD II 1 0,0001 -
MAC 0,0007
Atrazine AA  0,0006 WEFD Il 0,005 (haz- 0,002 55 096
|
MAC 0,002 ard class 3)
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Substance EU regulation Russian regulations

EQS, pg/l  Priorities MPC., ., MPC . ., Pollution Remarks
pg/l pg/l charge (e.g. reg-

rate, istration)
hazardclass hazard class RUB/t
Chlorpyrifos AA 0,00003 WFD I 0,00001 0,002 27 548 091
h |
MAC 0,0001 (1)azardcass
Deltametrin - - 2x107 (haz 0,006 1377 404
class 1) 560
Diuron AA 0,00003 WFD II 0,002 0,2-1 (haz. -
I. 4
MAC 0,0001 cl-4)
DDT AA 0,000025 WFD I Not allowed  0,2-1 27 548 091
(0,00001 ),
haz. class1 (haz. class
2)
Endosulphan AA 0,005 priority HS 0,023 (haz not allowed 11977 431
MAG class 1)
0,00001
Hexachloro-benzene AA 0,00001 priority HS - 0,001 (haz- -
ard class 1)**
MAC
0,00005
Hexachloro-butadiene  AA 0,0001 priority HS - 0,0006 (haz- -
ard class 1)**
MAC 0,0006
Hexachloro-cyclohex- ~ AA0,00002  priority HS 0,00001 0,02 org -
h | | 4
ane MAG (1)azard class (cl4)
0,00004 0,1 san ( 3)
Isoproturon AA 0,0003  WFDII - 0,09 -
MAC 0,001
Malathion - HELCOMW-  0,00001 0,05 (hazard 27 548 091
FD I (hazard class class 4)
1)
Permethrine - - 0,000017 0,05-0,07 16 204 759
(haz class 1)
Pentachlorophenol AA ,0004 WFDI 0,0005 (haz- 0,001/ - ELV:
dclass2) 0,009* (haz.
MAC 0,001 ardclass ) SO ez 1 g/
Simazine AA 0,001 WEFD I 0,0024 (haz- not allowed -
ard class 3)
MAC 0,004
Toxaphene - HELCOMW- - - 27 548 091
FD Il
Trifluralin AA0,00003 WFDII 0,0003 (haz- 0,02 (hazard 918 270

ard class 3) class 4)
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*  Asset in 2007 by GN 2.1.5.2280-07

**  MPC values for pesticides are taken from ,,RosHydroMet. Handbook on monitoring of pesti-
cides in the environment. Part Il. 2008“ [5], except for hygienic MCP marked with **“, they
origin from GN 2.1.5.2280-07

1 Ol 7 (and also OI1 10) is a mixture of polyethyleneglycol ethers of mono- and dialkylphe-
nols, used as a surfactant (e.g. contained in fungicides)

2  Fishery norms are assigned also for following products: Prevocel NCE - 10/16: ethoxylated
and propoxylated isononylphenol (99,5 %) 0,05 ug/l (haz. class 4), no hygienic norm as-
signed; Prevocel NG-12: contains 80 % of the ethoxylated and propoxylated isononylphenol:
500 pg/ml, hygienic norm assigned for NY-12: 100 ug/ml (due to foaming, class 4); corro-
sion inhibitors containing nonylphenol ethoxylates: CHIMX-6301A: contains Neonol AF 25 %,
CHIMX-63026: Neonol AF 9-12 , etc. (no hygienic norms assigned)

3 Not considered hazardous, discharge prohibited due to forming bottom layer (named as

pentabromodiphenyloxide)

Tributyl [(2-methyl-oxypropyl-2-enyl)oxy]tin

Tributyltin chloride (tributylchlorotin)

a b
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Annex IV. Classification of selected
substances according to different
Russian schemes

1. Dioxins (PCDD), furans (PCDF) & dioxin-like polychlorinated biphenyls — | hazard
class (ambient air)

2a. Tributyltin compounds (TBT) — Il hazard class (recreational water)
2b. Triphenyltin compounds (TPhT) — could not be dentified

3a. Pentabromodiphenyl ether (pentaBDE) — could not be dentified
3b. Octabromodiphenyl ether (octaBDE) — could not be dentified
3c. Decabromodiphenyl ether (decaBDE) — could not be dentified

4a. Perfluorooctane sulfonate (PFOS) — IV hazard class for atmospheric air
4b. Perfluorooctanoic acid (PFOA) — could not be dentified

5. Hexabromocyclododecane (HBCDD) — IVth hazard class (air)

6a. Nonylphenols (NP) — lll rd hazard class
6b. Nonylphenol ethoxylates (NPE) —could not be dentified

7a. Octylphenols (OP) — llird hazard class and IVth hazard class for fishery water
7b. Octylphenol ethoxylates (OPE) — IV hazard class (fishery water). “The forth haz-
ardous class includes substances whose impact is affecting ecological conditions

in a water body (eutrofication, mineralisation etc.). llird hazard class and IVth hazard
class for marine water bodies.

8a. Short-chain chlorinated paraffins (SCCP or chloroalkanes, C10-13) - .). llird and
IVth hazard class.

8b. Medium-chain chlorinated paraffins (MCCP or chloroalkanes, C14-17) — could not
be dentified

9. Endosulfan — IV hazard class — very hazardous (for water bodies according to
pesticide classification) as well as Class D - hazardous, non-degradable or hardly de-
gradable. Use of endosulfanis prohibited in all subareas of sanitary protection zones.

10. Mercury (Hg) — | class (drinking & recreational water)

11. Cadmium (Cd) — Il class (drinking & recreational water)

66 | The Russian System of Chemicals Management




Annex V: Institutions currently in
charge of hazardous substances and

chemicals management

The following section lists all institutions, which could be identified to be currently in-

volved in the management of hazardous substances, as well as in charge of chemicals
and biological safety

Schematic institutional setup on Federal and Regional level (example St. Petersburg)

I. Ministries
State Policy of Biological and Chemical Safety in Russian Federation

Il. Federal Services
Controlling implementation of State policy in the field of biological and chemical safety

K
9
®
c
7]
3
w

lll. Federal Agencies
Implementation of activities in fulfillment of state policy in biological and chemical safety

Territorial divisions of the Federal Services and Agencies

Neva-Ladoga Basin Water Authority is Territorial DepartmentState water mana&ement in the Baltic Sea region
(Neva river, Narva river, etc. ) on the territory of St.-Petersburg, Leningrad i i

o l'ey egion, Kalimn%rad Region,
g Novgorod Region, Pskov Region, Republic of Karelia of RosVodResursy on interregional level.
a
E g Additional bodies, specific for St. Petersburg
39
a
s . St.-Petersburg City . . q
S& Administration, Baltic Special State Unitary
o c"'",'}\‘;trf:;efg;;‘tf‘” re Marine Enterprise
i, Environmental Inspection of St.- “Vodokanal of
< rotection ani ”
o Ecological Safety Petersburg St.-Petersburg

St.-Petersburg NGO “Environment and Business”

Further explanations can be found on the following pages. Included in this text are or-

ganizations of experts which have been consulted during the preparation of this docu-
ment. See also Reference [1].
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A. Federal level

I. Ministries - State Policy of Biological and Chemical Safety in Russian
Federation

1. Ministry of Health Protection and Social Development

@) http://www.minzdravsoc.ru
> Ensuring biological and chemical safety of population in the Russian Federation
> Exercising normative regulation in sanitary and epidemiological welfare of population

> Development and confirmation of Hygienic Regulations, MPC for air and MPC for
cultural and household water bodies

2. Ministry of Agriculture

@) http://www.mcx.ru
> Exercising normative regulation in veterinary and phytosanitary welfare

> Protection of animals and plants in agricultural farms from hazardous substances
and chemicals management in agriculture

3. Ministry of Defense

&) http://www.mil.ru

> Protection of Armed Forces of the Russian Federation from hazardous substances
and chemicals

4. Ministry of Emergency (Civil Defense)

@) http://www.mchs.gov.ru
> Implementing environmental monitoring system in significant sites, evaluation and
forecasting of possible pollution areas by hazardous substances in civil defense
cases (jointly with RosPotrebNadzor and RosSelhozNadzor)

5. Ministry of Industry and Trade - initiated the Draft Chemical Regulation that
had been submitted to the Parliament (currently suspended from adoption)

@) http://www.minprom.gov.ru
> Fulfillment of requirements of the Convention about biological weapon prohibition
and the Convention about chemical weapon prohibition
> Implementation of activities regarding significant biological and chemical sites for
reducing their negative impact from technological processes, products and waste
products on public health and environment (as well as with RosTechNadzor and
Ministry of Emergency)
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The Russian Union of Chemists (Russian Chemists Union on the web-page) — Asso-
ciation of chemical industries is in close contact with the Ministry and took part in de-
veloping the Draft Chemical Safety Regulation (Draft Technical Regulation on Chemi-
cal Safety). They organize workshops and train industries on the topic of REACH
requirements, implications on Russian exporters, and registration of chemicals.

&) http://www.ruschemunion.ru

6. Ministry of Natural Resources and Environment

@) http://www.mnr.gov.ru
> Development of Technical Regulations defining the requirements for chemical
safety on technical installations

> Development of methodologies and rules for setting of MPC and normative per-
missible discharge/emission (NPD/NPE)

7. Ministry of Foreign Affairs

@) http://www.mid.ru
> Ensuring biological and chemical safety in the Russian Federation at international
level
> Co-ordinating Russia’s obligations under international treaties

8. Ministry of Internal Affairs

@) http://www.mvd.ru
> Protection of extra significant state-owned sites using operating with hazardous
substance and chemicals

9. Ministry of Transport

@) http://www.mintrans.ru
> Ensuring safety on all types of transportation used for hazardous biological and
chemical cargo

10. Ministry of Economic Development

@) http://www.economy.gov.ru
> Endorsement of Target Program projects regarding biological and chemical safety
in the Russian Federation (jointly with Ministry of Education and Science)

11. Ministry of Education and Science

@ http://www.mon.gov.ru

> Coordination of scientific and research activities that may contribute to biological
and chemical safety in the Russian Federation
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Il. Federal Services - Controlling implementation of State policy in the field
of biological and chemical safety

1. Federal Service for Surveillance in Protection of Consumer Rights and
Human Welfare (RosPotrebNadzor)

&) http://www.rospotrebnadzor.ru
> Supervision over State policy implementation in connection with public health pro-
tection and ensuring sanitary and epidemiological welfare of population

> Development and implementation of National Standards and Technical Regulations
determining the requirements to biological and chemical safety on technical sites

1.1 Federal State Institution for Health Protection (FGUZ) “Russian Register of Potentially
Hazardous Chemical and Biological Substances (RRPHCBS)”
@) http://www.rpohv.ru

> Conduction of studies on toxicity and hazard assessment of chemical and biologi-
cal substances

> Providing comprehensive information about properties of substances, regulation
systems for safe handling of chemicals on the RF territory

> Development of safety passports (i.e. Safety Data Sheets)

> Development and maintenance of a database on chemicals handled on the terri-
tory of Russian Federation (database “Hazardous Substances”)

1.2 FGUZ “The Centre for Hygiene and Epidemiology (CHE)”

> Conduction of sanitary and epidemiological evaluation; research, tests, toxicologi-
cal, hygienic and other assessments.

2. Federal Service for Veterinary and Phytosanitary Surveillance
(RosSelhozNadzor)

@) http://fsvps.ru
> State control for safe handling of pesticides and agrochemicals

> State control for protection of agricultural lands from their pollution by hazardous
chemical substances

3. Federal Service for Technical and Export Control (FSTEC)

@ http://www.fstec.ru

> Development of draft specifications on biological and chemical products that re-
quire export control

> Ensuring conduction of export control
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4. Federal Service for Safety (FSS)

@ http://www.gan.ru

> Creating database on biological and chemical safety of Russian Federation including
information about transnational terrorist threats (jointly with Ministry of Civil Defense
and Ministry for Internal Affairs)

5. Federal Service for Environmental, Technological and Nuclear Surveillance
(RosTechNadzor)

) http://www.fsetan.ru
> Control and surveillance on safety of industrial sites using hazardous chemicals

> Registration of hazardous industrial site and administrating the state register for
such sites

5.1 Centre for Laboratory Analysis and Technical Instrumentation (CLATI)

@) http://www.clati.ru
> Development of passport for hazardous waste products

6. Federal Service for Nature Management Surveillance (RosPrirodNadzor)

@ http://www.rpn.gov.ru

> Control and surveillance of use of fauna, forests, water resources and ensuring
biological and chemical safety in the Russian Federation

7. Federal Service for Hydrometeorology and Environmental Monitoring
(RosHydroMet)

) http://www.meteorf.ru
> Monitoring of environment, air and water

> Urgent messaging of information about environment pollution including chemical
contamination

8. Federal Intelligence Service (FIS)

@ http://fsb.ru
> Ensuring protection of the Russian Federation against external biological and
chemical threats
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lll. Federal Agencies - Implementation of activities in fulfillment of state
policy in biological and chemical safety

1. Federal Medical and Biological Agency (FMBA) under the Ministry of Health
Protection and Social Development

@) http://www.fmbaros.ru
> Monitoring of hazardous natural pathogens and chemical substances as well as
diseases caused by them
> Ensuring protection of population from hazardous biological agents and chemical
substances

1.1 Small State Enterprise (MGP) “Regional Toxicological and Hygienic Information
Centre “ (TOXI) [Expert: V. Smirnov]

On one hand it belongs to the ministerial subdivision within the Ministry of Health,
on the other hand, not inside of the governmental structure which allows expressing
independent views and come up with critical assessment of governmental initiatives.
It does function in a close interaction with ministerial divisions both at the federal and
regional (agency) levels, however capable of developing strategy documents and re-
search on innovative solutions (IT models). TOXI has its own accredited laboratory for
radioactivity and chemical tests. It has a regional status, therefore may cover larger
area than only St.Petersburg
> Calculation methods for a feasibility of MPC of chemical substance for
various environmental media
> Assessment of combined effect of chemical substance on the environ-
ment and human health
> Impact assessment of chemical substance loss by transit
> Development and implementation of accountability mechanisms of chemi-
cal substance by transport
> Development of integrated environmental and hygienic regulation of chem-
ical substance circle
> Development of methods for environmental impact and human health as-
sessment
> Development of information monitoring systems of potentially hazardous
substances, waste and dangerous goods transport
> Evaluation of technological methods for the control of hazardous sub-
stance handling
Sanitary-hygienic expertise:
> Sanitary hygienic examination of production, protection and treatment
plants, agricultural lands;
> Sanitary hygienic expertise with issuing certificates transmitting and
antenna-feeder devices
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2. Federal Agency on Science and Innovations (RosNauka)

@) http://www.fasi.gov.ru

> QOrganization and ensuring implementation of research, technical and innovation
projects for improved biological and chemical safety in the Russian Federation

3. Federal Agency on Technical Regulation and Metrology
(RosTechRegulirovanie)

@ http://www.gost.ru
> Examination and preparation of technical reviews of draft federal target programs
in connection with negative impacts of hazardous biological agents and chemical
substances on humans and environment

4, Federal Agency of Water Resources (RosVodResursy)

@ http://voda.mnr.gov.ru
> Activities on water resources protection for biological and chemical safety

5. Federal Agency of Forestry (RosLesHoz)

@) http://www.rosleshoz.gov.ru/
> Monitoring of forests

6. Federal Agency of Fishering (RosRybolovstvo)

&) http://www.fishcom.ru/
> Development and issuing MPC values for fishery water bodies

Federal services and federal agencies like RosPotrebNadzor, RosTechNadzor, RosPrirod-
Nadzor, RosVodResursy etc. have their representations (called Territorial Departments) in
each subject of the Russian Federation on regional (local) level. St.-Petersburg is a sepa-
rate subject of the Russian Federation and has regional status like Moscow, Karelia.

Saint-Petersburg is also an administrative centre of the North-West Federal District, which is a unit
of presidential power delegation. North-West Federal District has a seat of the Plenipotentiary Rep-
resentative of the President of the Russian Federation whose function is to represent the RF Presi-
dent within the NWFD and ensure implementation of constitutional authority of the head of the state
within the District. This division does not interfere with the distribution of the functions listed above.

For the ministerial divisions the following division applies:
Federal level (consisting of 83 Federal Subjects — see further here

@) http://en.wikipedia.org/wiki/Federal_subjects_of Russia
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B. REGIONAL (Subject of the Russian Federation) LEVEL
St.-Petersburg
I. State governing bodies, state unitary establishments

1. Territorial Departments of Federal Services and Federal Agencies

1.1 Neva-Ladoga Basin Water Authority is Territorial Department of RosVodResursy on
interregional level.

@) http://voda.mnr.gov.ru
> State water management in the Baltic Sea region (Neva river, Narva river, etc. ) on
the territory of St.-Petersburg, Leningrad Region, Kaliningrad Region, Novgorod
Region, Pskov Region, Republic of Karelia

2. St.-Petersburg City Administration. Committee for Nature Management,
Environmental Protection and Ecological Safety

&) http://gov.spb.ru
> State and regional environmental control for air, water resources, soil, industrial
waste (incl. hazardous and radioactive wastes) on the territory of St.-Petersburg
(for the sites outside of federal jurisdiction)
> State environmental examination (ecological expertise) on the territory of St.-Pe-
tersburg
> Development of Ecological Passport of St.-Petersburg

Currently this Committee co-ordinates development of the Concept and further on, Pro-
gramme of chemical and biological safety for Saint-Petersburg. This activity is executed
in compliance with the Federal Target Programme on chemical and biological safety. It
sets legal obligations upon each subject of the Russian Federation (regional level) to
develop such target programme by each subject of the RF.

Berezin is the focal person in co-coordinating the working group that jointly reviews re-
sults of the contracted work (currently Concept, further on the Programme).

3. Baltic Special Marine Inspection of St.-Petersburg

> State control of compliance with transport legislation and environmental require-
ments on sea shipping and other waterways
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4, State Unitary Enterprise “Vodokanal of St.-Petersburg”

@) http://www.vodokanal.spb.ru
> Implementation of projects regarding reduction of water pollution (biogens: N, P)
discharge to Baltic Sea to comply with the HELCOM requirements
> Endorsement of projects of normative permissible discharges (NPD) to municipal
sewage system for enterprises of St.-Petersburg
> Restriction of discharge into sewers of certain chemicals (partly following HEL-
COM recommendations) in concentrations above the established MPCs (PDKs).

Il. Nongovernmental organizations (NGO)

1. St.-Petersburg NGO “Environment and Business”

@) http://www.helcom.ru

> Collection, analysis and systematization of information regarding environmental
status of the Russian area of the Baltic Sea under the Helsinki Convention. Pre-
pares reports on Russia’s compliance with its HELCOM obligations for submission
to HELCOM Secretariat;

> Collection, analysis and reporting for Russia as a leading party on compliance of
the HELCOM parties with HELCOM Recommendation 23/7 on Reduction of dis-
charges and emissions from the metal surface treatment;

> Taking part in preparation of HELCOM JCP for Russia

> Implementation of programs, projects following HELCOM resolutions

> Implementation of BALTHAZAR (reduction hazardous and agricultural wastes on
Baltic sea) project from Russian side

The Russian System of Chemicals Management | 75




References
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Petersburg and represents Ministry of natural resources at the Public Council of
RosPrirodNadzor.
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Baltic Environmental Forum Latvia
Doma laukums 1-53

LV-1050 Riga

www.bef.lv

Baltic Environmental Forum Germany
Osterstralle 58

D-20259 Hamburg

www.bef-de.org

Baltic Environmental Forum Estonia
Liimi 1

EE-10621

www.bef.ee

Center for Transboundary Cooperation — St. Petersburg
Kozhevennaja linia 34-411

199106 Saint Petersburg

www.ctcsbp.ru

For more information, there is an electronic glossary of terms related to hazardous sub-
stance management in the European Union and Russia. It was prepared with the aim to
fill a gap in the common understanding of both systems of Russia and the EU by compar-
ing the related terms to each other. This comparison is available in Russian and English.

http://hs.befgroup.net/.

© Copyright 2010 Baltic Environmental Forum Group
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