GECHA

Guidance for intermediates

August 2010
Draft Update V.02

Guidance for the implementation of REACH



LEGAL NOTICE

This document contains guidance on REACH explaining the REACH obligations
and how to fulfil them. However, users are reminded that the text of the REACH
regulation is the only authentic legal reference and that the information in this
document does not constitute legal advice. The European Chemicals Agency
does not accept any liability with regard to the contents of this document.

© European Chemicals Agency, 2010
Reproduction is authorised provided the source is acknowledged.




PREFACE

This document describes when and how the speaificigions for the registration of intermediates

under REACH can be used. It is part of a serieguidance documents that are aimed to help all
stakeholders with their preparation for fulfillitgeir obligations under the REACH regulation.

These documents cover detailed guidance for a rahgssential REACH processes as well as for
some specific scientific and/or technical methdua industry or authorities need to make use of
under REACH.

The guidance documents were drafted and discusghohwhe REACH Implementation Projects
(RIPs) led by the European Commission servicespluivg all stakeholders: Member States,
industry and non-governmental organisations. Afteceptance by the Member States Competent
Authorities the guidance documents had been handedto ECHA for publication and further
maintenance. Any updates of the guidance are drdfte ECHA and are then subject to a
consultation procedure, involving stakeholders frawember States, industry and non-

governmental organisations. For details of the glbason procedure, please see:
http://echa.europa.eu/doc/FINAL_MB_30_2007_Consioita procedure_on_guidance.pdf

The guidance documents can be obtained via theitgebt the European Chemicals Agency
(nttp://echa.europa.eu/reach_en)adpurther guidance documents will be publishedhis website when
they are finalized or updated.

This document relates to the REACH Regulation (E@G)1907/2006 of the European Parliament
and of the Council of 18 December 2006

1 Corrigendum to Regulation (EC) No 1907/2006 of tRuropean Parliament and of the Council of 18
December 2006 concerning the Registration, EvaloatAuthorisation and Restriction of Chemicals (REA#,
establishing a European Chemicals Agency, ameriirertive 1999/45/EC and repealing Council Regala{EEC)

No 793/93 and Commission Regulation (EC) No 148&94vell as Council Directive 76/769/EEC and Consinis
Directives 91/155/EEC, 93/67/EEC, 93/105/EC and 0ZDOEC (OJ L 396, 30.12.2006); amended by Council
Regulation (EC) No 1354/2007 of 15 November 200@ptidg Regulation (EC) No 1907/2006 of the European
Parliament and of the Council on the Registratievaluation, Authorisation and Restriction of Cheatéc(REACH),

by reason of the accession of Bulgaria and Rom@nia. 304, 22.11.2007, p. 1).
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1 INTRODUCTION

1.1 Definition of the different categories of intermedates

REACH defines amntermediate as asubstance that is manufactured for and consumex used
for chemical processing in order to be transform&ad another substang@rticle 3(15)).

Different types of intermediates are defined urREACH:

Non-isolated intermediates

Isolated intermediates

— On-site (non transported) isolated intermediates
— Transported isolated intermediates

A non-isolated intermediateis anintermediate that during synthesis is not intersignremoved
(except for sampling) from the equipment in whibh synthesis takes place. Such equipment
includes the reaction vessel, its ancillary equiptmeand any equipment through which the
substance(s) pass(es) during a continuous flow aichy process as well as the pipework for
transfer from one vessel to another for the purpaf¢he next reaction step, but it excludes tanks o
other vessels in which the substance(s) are stafted the manufacturéArticle 3(15)(a).

On-site isolated intermediatemeansan intermediate not meeting the criteria of a neokated
intermediate and where the manufacture of the mesliate and the synthesis of (an)other
substance(s) from that intermediate take placehmndame site, operated by one or more legal
entities (Article 3(15)(b)).

A site meansa single location, in which, if there is more thame manufacturer of (a) substance(s),
certain infrastructure and facilities are sharedr(iale 3(16)).

A transported isolated intermediateis an intermediate not meeting the criteria of a neakated
intermediate and transported between or supplieotier sites (Article 3(15)(c)).

The circumstances under which a substance may bba&aegarded as an intermediate under
REACH are clarified in document’ Definition of imteediates as agreed by the Commission,
Member States and ECHA on 4 May 2010’

Depending on the identified intermediates differanligations and information requirements apply.

The lifecycle of an isolated intermediate beginghwis manufacture (in practical terms, with its
removal from the manufacturing process). This {itde ends with the use of the substance in the
synthesis process for the manufacture of anothestance.

Residues of the isolated intermediate, which are tramsformed into another substance in a
manufacturing process, will be typically discardaddisposed of as waste and channelled into
waste management when not recycled as a non-idadatisolated intermediate. Consequently, they

2 http://guidance.echa.europa.eu/guidance_en.htmP&DCC
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no longer fall in the scope of REACH. Where resglu# the intermediate are found in the
synthesised substance, they are covered — as amitynpby the registration and evaluation of that
other substance.

1.2 Tasks and obligations

1.2.1 Non isolated intermediates

For the use of a substance as a non-isolated iatkate, there are no obligations under REACH
(Article 2(2)(c)).

1.2.2 On-site isolated intermediates

Manufacturers of on-site isolated intermediatesjuantities of 1 tonne or more per year need to
submit a registration dossier unless the substenerempted from the registration provisions (see
further information on the scope of REACH in sewtib.6 of the Guidance on registration. The
information to be submitted for standard registratipurposes (other than registration as an
intermediate) is listed undérticle 10and detailed in section 1.8.1 of the Guidanceegstration.
However registrants of on-site isolated intermexiatan provide reduced registration information
according tdArticle 17(2)if they confirm that the substance is manufactued used under strictly
controlled conditions as described undeticle 17(3)and section 2.1 of this guidance.

Registration obligations and exemptions

Article 2(8) exempts intermediates from the general registiatgime in chapter 1 of
Title 1l of REACH. Instead a manufacturer of an site isolated intermediate has to
register his substance in quantities of 1 tonnmare per year under a different regime,
as specified in chapter 3 of Title Il of REACH.

If the manufacturer confirms that the on-site issdaintermediate is manufactured and
used under strictly controlled conditions (seeisac2.1), the information requirements
on the substance intrinsic properties (physicochamhuman health and environment
properties) are reduced to already available dat (nformation he holds himself or
that he can obtain from other sources) and onlgystwmmaries have to be submitted
even if a full study report is availablarticle 17) (see 2.2).

If strictly controlled conditions are not met, dlf(standard) data package is required
depending on the tonnage levAkticles 10 & 13, and above 10 t/a a chemical safety
assessment is required

For monomers that are used as on-site isolatedmet#ate in the production of
polymers the reduced registration provisions fderimediates do not apply, and the
manufacturer has to proceed as for a "standard'stanbe (see Guidance on
registration).

In the unusual case that a notification under Dived67/548/EEC had been submitted
by the manufacturer/importer of an onsite interratino registration is required; the
substance is considered as registered and a sgmistmumber is assigned by the
Agency QArticle 24).
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Classification and labelling

If the on-site isolated intermediate is a phassudbstance to be registered the manufacturer or
importer must notify to the Classification & Label{i Inventory established at the Agency the
information related to its classification and ldimg) in accordance with Article 39 (a) and Article
40 of Regulation (EC) No 1272/2008he places the intermediate on the market fieemakes it
available to another legal entity on the same site)

Notification can be done either by sending a sépamatification to the Inventory or through

inclusion of the relevant information, i.e. the CldRassification and labelling elements, in a
registration dossier where this is required. Inegah a separate notification will always have ¢ b
submitted where the notification is legally due dvef the registration is submitted. Once a
registration dossier is submitted, a separate iocatibn is no longer possible. Where that
registration dossier still contains the DSD clasatfons, the manufacturer or importer would have
to update it with the CLP information without undieday, in accordance with REACH Article 22.

If the on-site isolated intermediate is a phassuhstance manufactured at less than one ton per
year, the manufacturer must notify to the Agenay itiformation related to its classification and
labelling in accordance with Article 39 (b) if:

he places the intermediate on the market (i.e. &leemit available to another legal entity

on the same site), and

the substance meets the criteria for classifica®mhazardous

Notification to the Inventory has to be done By Bnuary 2011 for on-site isolated intermediates
that had been placed on the market on 1 Decemld€r @Q for intermediates that are placed on the
market only later than 1 December 2010, within pranth of placing them on the market (Article
40 (3)).

Further clarification in relation to notificationf ¢the classification and labelling can be found in
ECHA'’s Practical Guide 7 ‘How to notify substanteshe Classification and Labelling Inventdry
In addition one can consult ECHA'’s ‘Introductory iGance on the CLP Regulatidn’

Dossier and substance evaluation

For on-site isolated intermediates, dossier andtanbe evaluation do not apply.
However the Member State Competent Authority (MS@hgre the manufacturing site
is located may request additional information wheonsiders that:

there is a risk to human health or the environmezntivalent to the level of
concern arising from the use of a substance of kiggty concern (as defined in
Article 57) and

that the risk is not properly controlledricle 49).

Authorisation/Restriction

® http://echa.europa.eu/doc/publications/practicaides/pg_7_clp_notif_en.pdf
* http://guidance.echa.europa.eu/guidance_en.htmP&DCC
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Intermediates are not subject to authorisation Tiide VII — Authorisation - does not
apply). This is also valid for intermediates used nmonomers for the synthesis of
polymers.

Any manufacturer or downstream user must check lvenetn intermediate is covered
by any restriction in Annex XVII of REACHA(ticle 67).

1.2.3 Transported isolated intermediates

Manufacturers or importers of transported isolateédrmediates in quantities of 1 tonne or more
per year need to submit a registration dossiersgrilee substance is exempted from the registration
provisions (see further information on the scop&@BACH in 1.6 of the Guidance on registration.
The information to be submitted for standard regtgin purposes (i.e. reduced requirements due to
strictly control conditions being in place do nqiply) is listed undedrticle 10 and detailed in
section 1.8.1 of the Guidance on registration. Hawe a registrant of transported isolated
intermediates can provide reduced registrationrmédion according térticle 18(2)if he confirms
that he is manufacturing and/or using the substamcker strictly controlled conditions and if he
confirms himself or states that he has receivediroation from the user that the substance is used
under strictly controlled conditions as describatter Article 18(4) and section 2.1 of this
guidance. In that case both the registrant andutezs are each liable for their own statement
regarding the strictly controlled conditions.

Registration obligations and exemptions

Article 2(8) exempts intermediates from the general registiategime in chapter 1 of
Title 1l of REACH. Instead, a manufacturer or imggor of a transported isolated
intermediate has to register his substance in gieanof 1 tonne or more per year under
a different regime, as specified in chapter 3 ¢teTi of REACH.

If the manufacturer or importer confirms that hemsnufacturing and/or using the
substance under strictly controlled conditions hadconfirms himself or states that he
has received confirmation from the users that thlestance is used under strictly
controlled conditions (section 2.1) and the anrguantity of substance is less than
1000 tonnes, the information requirements on thestamce's intrinsic properties
(physicochemical, human health and environment gn@s) are reduced to existing
available data (e.g. information he holds himselftlat he can obtain from other
sources) and only study summaries have to be stdahetven if a full study report is
available Article 18 (see 2.3).

When manufactured and used under strictly conttolbfenditions and the annual
guantity of substance is 1000 tonnes or more, #ta cequirements on the substance's
intrinsic properties (physicochemical, human healtid environment properties) as
specified in Annex VII must be included in addititmthe information required under
chapter 3 of title Il of REACH.

Where strictly controlled conditions are not metfull (standard) data package is
required depending on the tonnage le¥eati¢les 10 & 13, and above 10 t/a a chemical
safety assessment is required.

For monomers that are used as transported isoiateanediate for the production of
polymers the reduced registration provisions fdenmediates do not apply, and the
manufacturer has to proceed as for a "standard'stanbe (see Guidance on
registrationy.

® http://guidance.echa.europa.eu/docs/guidance_demtragistration_en.htm?time=1271257385
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However, if a notification under Directive 67/54&E covering manufacture and the
relevant use has already been submitted by the faetaoter/importer, no registration is
required. The substance is considered as registaned a registration number is
assigned by the Agenchiticle 24).

If the transported intermediate passes the 1000 tiyeshold, then the
manufacturer/importer has to update the regismmadiossier and submit as a minimum
the information required under Annex VII.

Classification and labelling

If the transported isolated intermediate is a phasgibstance to be registered the manufacturer/
importer must notify to the Agency the informatioglated to its classification and labelling in
accordance with Article 39(a) and Article 40Régulation (EC) No 1272/2008 if

he places the substance on the market (i.e. hesniakeailable to another legal entity

on the same site or on another site), and

he has not already submitted a registration.

Notification can be done either by sending a sdpammtification to the Inventory or through

inclusion of the relevant information, i.e. the CldRassification and labelling elements, in a
registration dossier where this is required. Inegah a separate notification will always have & b
submitted where the notification is legally due dvef the registration is submitted. Once a
registration dossier is submitted, a separate ioatibn is no longer possible. Where that
registration dossier still contains the DSD clasatfons, the manufacturer or importer would have
to update it with the CLP information without undiday, in accordance with REACH Atrticle 22.

If the transported isolated intermediate is a pliaseibstance manufactured at less than one ton per
year, the manufacturer must notify to the Agenay itiformation related to its classification and
labelling in accordance with Article 39(b) if:

he places the substance on the market (i.e. hesnikeailable to another legal entity

on the same site or on another site), and

the substance meets the criteria for classificaa®hazardous.

Notification to the Inventory has to be done b§ 3anuary 2011 for transported isolated
intermediates that had been placed on the mark&t@ecember 2010 or, for intermediates that are
placed on the market only later than 1 Decembef2@4thin one month of placing them on the

market (Article 40 (3)).

Further clarification in relation to notificationf ¢the classification and labelling can be found in
ECHA'’s Practical Guide 7 ‘How to notify substanteshe Classification and Labelling Invent@ry
In addition one can consult ECHA'’s ‘Introductory iGance on the CLP Regulatidn’

Dossier and substance evaluation

Manufacturer / importer must be aware that dossiel substance evaluation apply to
transported isolated intermediates. Therefore Aency or, if there is no agreement

® http://echa.europa.eu/doc/publications/practicaides/pg_7_clp_notif_en.pdf
" http://guidance.echa.europa.eu/guidance_en.htmP&DCC
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between MSCA, the Commission may request additianfdrmation when it is
conducting an evaluation. The manufacturer/importarst comply with any such
request within the deadline set (see the Guidanavaluation).

Authorisation/Restriction

Intermediates are not subject to authorisation Tiide VII — Authorisation - does not
apply). This is also valid for intermediates usexd naonomers for the synthesis of
polymers.

Any manufacturer/importer or downstream user mastck whether an intermediate is
covered by any restriction in Annex XVII of REACHtticle 67).

2 REGISTRATION OF ISOLATED INTERMEDIATES

Manufacturers of on site isolated intermediates arahufacturers or importers of transported
isolated intermediates in quantities of 1 tonnenore per year need to submit a registration dossier
unless the substance is exempted from the registratovisions. However specific rules apply for
their registration Articles 2(8), 17, 18 and )9If the isolated intermediate is manufactured and
used under strictly controlled conditions, the s&gition requirements are lighter than for non-
intermediates. Otherwise the registration for gw@ated intermediate shall include the information
specified in Article 10.

This guidance is intended to support registrantsahted intermediates in assessing whether the
conditions of manufacture and use fulfill the regments for an isolated intermediate registration
set out inArticles 17(3) or 18 (¥ Also, the guidance includes three annexes dmeagrihe content
and the format for documenting that strictly colé conditions apply.

If the manufacturer or importer of a substance rfastures or imports the substance for other
purposes than only the use as an intermediatd, tbe imanufacture or certain use(s) cannot be
demonstrated as being carried out under stricthtroled conditions, then the manufacturer or
importer needs to submit a “standard” registratiossier according to Article 10. In this situation,
if part of the tonnage is manufactured and usedarasntermediate under strictly controlled
conditions, the registrant can submit one registnadossier covering all his tonnage.

0 The information requirements for this registratdossier are then based on the tonnage for non-
intermediate uses and for intermediates not usddrwstrictly controlled conditions. The part of
the tonnage manufactured or imported for use aernrgdiate under strictly controlled
conditions will not need to be taken into accoumt fhe information requirements of the
registration dossier.

0 Nevertheless the use as intermediate should bendated in the dossier, including the volume
manufactured or imported for this purpose.

o The fees will be calculated independently fohg use as intermediate under strictly controlled
conditions (fees for intermediates pursuant todtet? of Regulation (EC) No 340/2008) and ii)
for the other uses (standard fees pursuant tolaBiof Regulation (EC) No 340/2008).
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Example 1 Tonnage to consider for the registratiomlossierof a substance both used as
isolated intermediate and non-intermediate

A company manufactures 2300 tonnes of substanad which 1700 tonnes are used as intermediateriict!gt
controlled conditions. This company will submit @redard registration dossier for substance A, whibe
volume of the remaining 600 tonnes not used asmadiate is used to determine the information neguénts|
This means that the information requirements fd¥-1000t substances will be used as a basis forsthigdargl
dossier. The fact that the substance is also aseah intermediate should be indicated in the dossid the
volume of 1700 tonnes used as intermediates wéltine be documented in the dossier.

0%

17

If the manufacturer or importer of the substancewun&ctures or imports it only for the use as an
isolated intermediate under strictly controlled didions (see 2.1), then the manufacturer or
importer can submit a registration dossier withustl information requirements (according to
Articles 17 and 1Bas described in section 2.2 and section 2.3. Kewyehis registration dossier
has to contain all available existing informationtbe intrinsic properties of the substance.

More guidance on how to calculate the tonnageviergin the Guidance on registration.

The data requirements for the registration of isalantermediates manufactured in quantities of 1
tonne or more per year depend on whether they wmesgorted or not. For transported
intermediates, those requirements depend on theufaored or imported volume which is
transported. Compared to the data requirementhéoregistration of a “standard” substance, there
are reduced information requirements for isolatgdrmediates, as long as the registrant confirms
that strictly controlled conditions are applied idgrmanufacture and use of the substance on-site
but also, in case of transported intermediateg, liteehas received confirmation from the user that
strictly controlled conditions are applied on otlsites Articles 17(3)and 18(4)). In case of a
transported isolated intermediate in quantitiesnare than 1000 tonnes per year, also the
information specified in Annex VII of REACH shoultek included Article 18(3).

It should be noted, though, thatonomers used as on-site isolated intermediates or trategor
isolated intermediates do not benefit from the gx@n from standard registration requirements
which normally applies to intermediates and havebéo registered following the registration
requirements described Article 10 (Article 6(2). Therefore for the registration of monomers the
Guidance on registrati8mas to be used.

For on-site isolated intermediateghe information requirements on physicochemicaman health
and environmental properties are limited to theadhfat is available to the manufacturer (e.g.
information he holds himself or that he can obtiaom other sources, including literature data)
without any new testing. The registrant shall thame gather all existing available information on
physicochemical, human health or environmental @rixgs of the substance for which he submits a
registration dossier as required under REACH.

Fortransported isolated intermediatesavailable existing information needs to be suledits for
on-site isolated intermediates, but a limited geadulitional information needs to be generated, if
not already available, if the annual tonnage exselfi00 tonnes/year as referred toAnticle 18
and developed under section 2.3 of this guidance.

The first task for the registrant is therefore tdedmine if the substance under investigation is an
isolated intermediate manufactured and used urtdetiys controlled conditions and whether it is

8 http://guidance.echa.europa.eu/docs/guidance_demtragistration_en.htm?time=1271257385
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transported or not, in order to identify the inf@ton he has to provide in a registration dossier t
fulfil his obligations.

2.1 Strictly controlled conditions

For both on-site and transported isolated interatedithe possibility to provide a reduced set of
information for their registration applies when:

For on-site isolated intermediates, the manufaaturenfirms that the substance is only
manufactured and used under strictly controlleddibans (Article 17(3)).

For transported isolated intermediates, the mantufeer or importer confirms himself or
states that he has received confirmation from tlseruthat the synthesis of (an)other
substance(s) from that intermediate takes placeotrer sites under strictly controlled
conditionsdetailed inArticle18(4) For transported isolated intermediates that aeufactured

in the EU the strictly controlled conditions shafiply both to the manufacture and use of the
substance.

Therefore, in order to benefit from the reducedstegtion requirements the registrants have ta firs
assess if their intermediates are handled undastlgticontrolled conditions on the sites of
manufacture and use. When compiling the registnadimssier using IUCLID the registrant must
confirm whether the substance is manufactured aed wnder strictly controlled conditions (see
section 2.4).

To assess if the intermediate is manufactured aed under strictly controlled conditions during
its whole lifecycle, the registrant should evaluétl the Article 18(4)conditions apply:

(a) the substance is rigorously contained by technigeans during its whole lifecycle
including manufacture, purification, cleaning andaimtenance of equipment, sampling,
analysis, loading and unloading of equipment orseés waste disposal or purification and
storage; (see chapter 2.1.1)

(b) procedural and control technologies shall bedishat minimise emission and any resulting
exposurejsee chapter 2.1.2)

(c) only properly trained and authorised personnahdle the substancésee chapter 2.1.3)

(d) in the case of cleaning and maintenance woskgcial procedures such as purging and
washing are applied before the system is openectateted,;

(e) in cases of accident and where waste is geeéygtrocedural and/or control technologies
are used to minimise emissions and the resultipgp®xe during purification or cleaning and
maintenance procedurefsee chapter 2.1.4)

() substance-handling procedures are well docuetkrdnd strictly supervised by the site
operator.

The definition of strict controlled conditions Atrticle 18(4)for transported isolated intermediates
can also be used as a working basis for isolatesltenntermediatedrticle 18(4)provides a wider

9 International Uniform Chemical Information Databa
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definition of strictly controlled conditions thairticle 17(3) the latter being limited to criteria (a)
and (b) of the above list. Nevertheless criterjatgc(f) can also be appropriate for on-site isediat
intermediates in deciding whether strictly conedliconditions apply.

For both types of isolated intermediate, the regmdthas two possibilities based on the assessment
and description of the conditions under which thiessance is manufactured and/or used:

Submit a full registration dossier as describe@iiticle 10 if he is not able to demonstrate that
the substance is manufactured and used undehstiiettrolled conditions.

Submit a registration dossier containing the lichitet of data requested for intermediates,
provided that he concludes that the substance isufaetured (and used for transported
intermediates) under strictly controlled conditiolsthis case, the dossier must contain details
on risk management measures applied by the maoutagirticle 17.2(f) and Article 18.2 (f))
and information on risk management measures recomeceto the user (for transported
isolated intermediates art 18.2 (f)).

Strictly controlled conditions should be seen asoanbination of technical measures that are
underpinned by operating procedures and managesystéms. This approach to managing
potential risks to human health and the environnmadigns with, and also acknowledges, the
existing regulatory obligations that impact on nfacturers of substances (e.g. control of accidents
under Directive 96/82/E¥, Integrated Pollution Prevention and Control undgirective
2008/1/EC*, occupational protection under the Chemical Ag&itsctive 98/24/EE).

Rigorous containment by technical means aims togmtereleases by technical design of the
process or product. The physico-chemical propedidbe substance and the processing conditions
(such as temperature and pressure) may have arctiopathe level and type of containment

measures that are required.

Open handling of a substance would normally notirbdine with the rigorous containment
requirement, unless the physico-chemical propemieshe substance in combination with the
process conditions ensure that no releases anc@epcan occur.

It should be emphasized that the use only of PRRNiactivity, without other measures, would not
be sufficient to ensure strictly controlled conaiits. Nevertheless PPE can be part of the strictly
controlled concept as far as it aims at limiting@sure resulting from:

» Accidents and incidents that occur despite appat@rnanagement systems and operational
procedures to prevent such incidents and accidents.

* Maintenance and cleaning works, providing that spgarocedures such as purging and
washing are applied before the system is openedtered.

10 Council Directive 96/82/EC of 9 December 1996 or ttontrol of major-accident hazards involving
dangerous substances.

1 Council Directive 2008/1/EC of the European Parbaitmand of the Council of 15 January 2008 concernin
integrated pollution prevention and control).

12 Council Directive 98/24/EC of 7 April 1998 on theotection of the health and safety of workers frifra
risks related to chemical agents at work.
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* Procedural and control technologies being used itmnmse emission and the resulting
exposure. For example, LEV types of measures @anega techniques, which can be used
to minimise exposure but cannot be used to clagorous containment.

Full documentation of the strictly controlled cotiins in place is not required in the registration

dossier (Article 17 (2); Article 18 (2)). Howevtrere should be detailed internal documentation
within a company in order to show the adequacyefrmeasures taken to ensure strictly controlled
conditions apply. The national enforcement autlesimay request such information. Note that
where relevant, documentation for compliance witheo legislative frameworks can also be

referred to. The detailed documentation may inel(lmit is not limited to):

e justification for considering that the substanceuged as an intermediate and customers’
statements in case of a transported isolatedneeiate;

* the physical chemical properties of the intermediatelevant for deciding on measures to
ensure strictly controlled conditions apply

 documentation on the design of the process andethepment, especially those aspects
contributing to the rigorously containing the samste by technical means

* the relevant operating conditions;

*  measures corresponding to the requirements sehauticle 18(4) (b) to (f) implemented by
the manufacturer company and recommended to users;

. available data on any residual release and reguttposure that occurs in spite of the rigorous
containment measures by technical means; and

* any relevant reference or threshold value (e.giviedrNo Effect Levels (DNELSs), Predicted
No Effect Concentrations (PNECs), community Occigoai Exposure Limits (OELs)) and
available relevant physico-chemical, toxicologiaad ecotoxicological information..Please
note:, DNEL and PNEC derivation is not required for sabses registered under Article 17
and 18, and thus it is not foreseen to provide ttadive risk characterizations in the
corresponding registration dossiers.

To facilitate the process for assessing whethatlgticontrolled conditions are achieved, Appendix
1 presents an indicative and non-exhaustive lisissfies that could be considered. This list is
intended to support a structured assessment anohehotation by the registrant to decide if strictly
controlled conditions apply. For this consideraiplput by experts (e.g. site managers, engineers)
will be needed.

It should be noted that the registrant of a transpoisolated intermediate does not need to get
access to confidential business information (eige fdetail of process technology and/or
engineering, etc) from the user(s). This is becdlnsaiser is responsible for ensuring that they use
the intermediate under strictly controlled condisand to confirm this to the registrant.

An example of a general format to document howshiestance is manufactured and used under
strictly controlled conditions is provided in Apmbr 2. This would contain information and
justifications for the issues addressed in ApperidiXote that any information produced for the
purpose of other legislation (e.g. for worker potiten) can also be used as an element to
demonstrate strictly controlled conditions apply.

Information on details of the risk management messwapplied at the manufacturing site and
recommended to the user in order to achieve strahtrolled conditions,—sheuldhave to be
included in the registration dossier. Existing $gfive frameworks or industry standards can be
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referred to when documenting such risk managemesdsores. The format in Appendix 3 is
recommended to explain the risk management meagsuré® registration dossier. It should be
attached to the IUCLID section 13 with the file fRMM_details’.

2.1.1 Rigorous containment of the substance by technicateans

Rigorous containment is achieved by the techniesigh of a process and the equipment which
aims at preventing releases. The physico-cherpicaderties of a substance is one factor to take
into account in determining the right design toieeé rigorous containment, together with the
process conditions if this is relevant. Rigorousntammment is applicable to handling of
intermediates at any scale. Release of the sulestaimould be prevented through containment
systems, such as suitable physical barriers (@gosures, bunds) and/or chemical barriers (e.g.
membranes).

According to Article 18 (4):

“ the substance is rigorously contained by techhicegeans during its whole lifecycle including
manufacture, purification, cleaning and maintenan€equipment, sampling, analysis, loading and
unloading of equipment or vessels, waste dispasalinfication and storage”.

To be able to confirm and document the rigoroustaioment of the substance, the registrant
should characterise the processes and equipmenhtdusieg the whole life-cycle of the substance,
taking into account the physico-chemical properbiethe substance.

The description of these technical means and dondishould allow the identification of potential
residual exposure of workers and the environmerhéosubstance. It should for instance specify
the means of rigorous containment for the diffefenctional elements (pressurised vessels, seals,
sacks, containers, drums, etc.) involved during wmle process such as manufacture, transfer
(filling, emptying, etc.) or sampling of the substa when potential residual emission could be
expected to the workplace or the environment.

Within a rigorously contained process some opercgssing steps may occur. For example,
packaging and containers of isolated intermediatey memain open for short periods during
equipment filling and emptying (via hose lines, gijints), during sampling (transfer from one
container to another container via closed sampled) when performing cleaning and maintenance.
Consideration should be given to the transfer aadagement of the isolated intermediate in bulk
through pipelines and dedicated bulk storage tesli Containers or equipment open for any
extended period of time should have suitable techmeasures in place, which will be consistent
with the characteristics and properties of the rmezliate, e.g. local exhaust ventilation with
subsequent waste gas treatment, to minimise reledsthe substance into the immediate
surroundings from the container.

Examples of technical measures that could be im@héed in order to ensure rigorous containment
are given in examples 1 to 4 for worker and envirental protection in different industrial sectors.
Those examples are in no way binding or exhaustitellustrate the types of measures that can be
applied.

Example 1 Pharmaceutical industry: examples of teatical measures for workers and
environmental protection.

| Wherever possible, design containment is implentetitgorevent exposure of the worker and the envimt. The |
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design and selection of control technologies andpegent is based upon a set of performance bagedar The
selection of control measures that aim to contndl prevent emissions at source is prioritised. Eptasof technical
measures may include:

Transfers using direct coupling and closed systaiss, selected use of laminar air flow booths. riples include:
e Vertical process trains
e Special valves such as split butterfly type
*  Vacuum transfer
* Intermediate bulk containers

Totally enclosed processes; transfers using do@apling; barrier/isolator technology. Exampledinie:
« Isolation technology e.g. isolators
* Intermediate bulk containers with split butterflgives
«  Soft Wall Isolators (Glove bags)
* Alpha Beta Rapid Transfer systems on enclosures
e Specialized vacuum transfer systems

Example 2 Petrochemical Industry: example of techmial measures for workers and
environmental protection.

Bulk petrochemical intermediates will invariably bandled in a chemical plant of a high integritsttis designed
to minimise potential for emissions to air and waleypical examples of control measures and sysiamsace to
deliver such strictly controlled conditions include

« Enclosed transfers designed to prevent leaks @fediaining transfer lines

e High integrity methods of material loading and wdong (e.g dry lock couplings, vapour capture and
recovery)

< Plant designed to facilitate the draining and fingtof plant equipment items prior to maintenanith
recycle and/or suitable disposal of wastes

« High integrity (low emission) valve packings andrfe seals

* In-line process controls and/or contained systemgrfocess sampling

* Low emission pumps e.g. canned, magnetic, mechisseeds

* Routine monitoring and inspection for leaks to i@ fugitive emissions

Example 3 Fine chemicals industry: examples of thaical measures for workers and
environmental protection.

Handling intermediates in batch fine chemicalsliées will require that the plant engineering asystems are
designed to prevent emissions to air and watericaypxamples of control measures and systems whight be
encountered to deliver such strictly controlledditaons include:
« Material transfers via enclosed systems (e.g. $eiki-containers such as IBCs)
* Enclosed and vented charging systems (e.g. bagrslivith integral package disposal)
* Reaction vessel held by under-pressure (negatesspre). Exhaust air filtered and subsequentiyénaied.
Vessels connected via fixed pipes.
» Discharging arrangements designed to minimise éomisge.g. into drums/kegs via pneumatic fillingtie
and continuous liners; vented booths with exhaersttding, connection of big bags done in a fulllesgre
(e.g. glove box.)
e Use of containers fitted with inliners for interniaig packaging and transport.
« Plant designed to facilitate the draining and flagh(and detoxification) of equipment items prior t
maintenance
e Maximal use made of automated process control sgste minimise manual interventions
» Contained process sample systems (e.g. ventedetalsinsample bombs)
« For batch processes in discontinuous equipmenhiggés, such as localized extraction, coupled wstitict
observation of operating procedures, can be apiategdior substance handling
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e Loading/unloading in a closed collection pan toverd spillage into waste water

Example 4 Fine chemicals Industry: charging a dug substance to a reactor including
cleaning and maintenance of the system

Processing of a powder of medium/high dustinesshégid hazard properties both for human health hed t
environment.(substance classified harmful for huimealth and dangerous for the environment. Riskgds R50-
52, R22 and R68)

The following risk management measures contribwtié rigorousness of containment:

* Unloading of raw materials in dedicated fillingtsda from big bags using a crane equipped withoaedxdi
cabin with filtered ventilation.

» All exhaust ventilation passes a bag filter bef@lease. The filter is equipped with monitoring atarm/halt
system that detects leakages. Exhaust air is iratiee

» Dedicated unloading area with restricted acceskaptiunder negative air pressure.
» Closed reaction vessels with dust collection systarhfilters.

« Automated process operated from a physically ségéduaontrol room. Manual interventions under PPE,
including respitarory protective equipment.

» Emptied and closed big bags are detached, re-auesgs into PE foil and stored for incineration

« All transport processes are automated and enclosed.

Cleaning, maintenance and repair work will be donly after residues in the system are removedbs.ginsing with
organic solvents and using appropriate protectiggpgnent. The organic solvent is recycled or incted

Example 5 Chemical industry: railway car loading and unloading of liquid products

Loading and unloading of railway car of liquid, &tle, products. Substance is classified dangei@musuman
health and the environment (risk phrases R20, R836/3

The substance is stored into storage tanks anedbiadb railway cars in order to be transportedrtother
production site.

= Railway cars are loaded through connection arms.
= Informatic control system exists in order that limgdcan start only when the arm is well connected.

= At the end before disconnection, purge of armsrfopmed with N2 and gaseous substance is sent
back to the tank as well as liquid phase in orddre recycled.

= Arminaval is purged into a container which isyjected into the unit through flexibles.
= Flexibles are cleaned and water is collected fattnent.
OC & SCC implemented to protect workers & enviromine

= Loading of wagon is done through an automated adiorearm equipped with recommended
diameter (DN 80 for liquid and DN 50 for gas)

= All couplings are equipped of ONIS lineblind systeawoiding exposure to residual hazardous
chemicals

Example 6 Chemical and petrochemical industry: examles of technical measures for
workers and environmental protection
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Sampling of liquids via “CLIC adapter” and purgiofjsampling bottle and sampling line. This teciuai allows
operators to take samples of liquid substances tisiribution lines in complete absence of expesur

Distribution and storage of Heavy vacuum gas oil

Enclosed transfers designed to prevent leaks dsaifting transfer lines).

Plant design to facilitate draining and flushingppto maintenance.

High integrity (low emission) valve packings andrfyje seals (The rating of the

valve type is in accordance to Fugitive Emissioghimess Class, Flange gaskets specified and the
intermediate properties)

Routine monitoring and inspection for leaks to atugitive emissions.
Storage tanks have floating internal roofs withllleunechanical sealing

systems are situated on concrete bases within @ dfuan capacity required by the environmental
permit. The tank floor and base sections of thdsaak also painted to prevent corrosion. The tanks
are cathodically protected. Storage tanks areliedtaith level controls incorporating High and
High-High level alarms and an independent High lledarm.

Loading and unloading of tanks / truck tanks aaitivay tanks

Top loading through dome with cone and with vapmorery

Top loading with dip tube and with vapor recovery

Top loading with dip tube and with inert gas blatitkg

Bottom loading with closed manhole and with vagaravery

Bottom loading with closed manhole and with blairgt

Bottom unloading by compressed air or inert gas

Bottom unloading by pump with closed manhole anit itake of air
Bottom unloading by gravity with closed manhole avith vapor return
Bottom unloading by pump with closed manhole anith wapor return
Bottom unloading by pump with closed manhole anithwiert gas
Top unloading by pump with closed manhole and wipor return
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Release and exposure data is a useful elemenitordtrate that rigorous containment is
achieved. Also reliable exposure model calculaticem be used for this purpose.

Product-based containment procedures depend ofothreand use of the substance, e.g. some
degree of containment is inherent in a liquid qgraaty substance with a very low vapour pressure
or for a solid that does not release dust in rejpgétecanting or processing activities. Where a

substance is in a matrix used for synthesis (eagtenbatch, glass, plastic), containment depends on
the potential migration of the substance from tlerix.

2.1.2 Procedural and control technologies to minimise erasion and any resulting exposure

Releases and any resulting exposure occurring téesgorous containment by technical means of
the process are to be minimised by procedural amir@ technologies. For example, in case of

releases to waste water (including during cleamind maintenance processes), strictly controlled
conditions include techniques to minimise the eraiss by, for example, incinerating the waste

water or removal of substances by onsite treatnieitre discharging the waste water. The same
approach applies to emissions to air.

The effectiveness of any methods applied to mireneisissions and resulting exposure would be
described in the detailed documentation kept inskofrurthermore some details of these methods
(e.g. efficiency) may need to be included in thgistation dossier.

The documentation and description of methods aghgigen be based on the company's IPPC licence
or permit, as long as sufficient and adequate decuation of the compliance with the conditions
of the permit are available, and demonstrate Btrazintrolled conditions. In general, the relevant
IPPC (Directive 2008/1/EC) Best Available Technig&eference Document (BREF) e.qg.
“Common Waste Water and Waste Gas Treatment/Managie8ystems in the Chemical Sector”
can be used as a starting point to demonstratete@faess of procedural and control technologies.

Available information on the physico-chemical prdpgs of the intermediate, human health and
environmental hazards as well as information oneheronmental distribution and fate can be
used to put into perspective the minimization cfideal emissions (generated although rigorous
containment is in place). The registrant may inelwd qualitative justification for the level on
minimization to be achieved.

In case there is largely incomplete or no infororatiavailable on the toxicological and
ecotoxicological properties, the intermediatestaest treated as highly hazardous substances, with
the consequence that virtually any emissions apdsxe should be prevented.

Example 5: Technical measures to control emissiorns the environment

° Waste gas incineration: complete destruction aéte/ gases at high temperatures for a specifiednumn
residence time, as calculated by an engineer.

° Condenser: low temperature devices through whiaektevvapours are sent causing them to liquefy &d b
collected.

° Scrubber: number of types available. Usually pdat@umns around which an appropriate scrubbingtiswl

circulates, as specified by an engineer. The weseurs from a process and/or area are passedythtba
scrubber causing the fumes to be trapped in thebborg solution. The waste scrubber solution isnthe
disposed of by incineration.

° Hepa-filter: a filter designed to trap small jpaes. The general air from an area or a pieceqofipgnent
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passes through the filter before discharge to agthmr®. The contaminated filter is then disposedyf
incineration.

) WWTP: a wastewater treatment plant is a biologaad/or physicathemicalsystem to which the aqueous
wastestreams from a process and washing/cleanintjoss are sent. Traces of the substance are rednov
from the water before discharge into the environimen

° Cryogenic treatment: very low temperature condewdéch traps all the condensable materials aguadior a
solid. This liquid or solid is then disposed ofibgineration.

. Biofilter: a biofilter is a biological system whegertain substances in vent streams are degradecidoy

organisms

2.1.3 Handling of the substance by trained personnel

In order to minimise emissions and any resultingosxre, only trained and authorised personnel
can handle the substand&ticle 18(4)(c). As a minimum, the workers who handle intermeztiat
would be provided with:

training and information on process and task spme@perating procedures, appropriate
precautions, working procedures during the malfionitg of the process and in accidental
situations, and actions to be taken in order tegsird themselves and other workers at the
workplace. Note that there would be

appropriate filing and documentation of training.

access to a safety data sheet (SDS), which incinf@snation on the hazardous properties and
on PBT/vPvB properties of the substance, suchsagléntity, the risks to safety and health,
relevant occupational exposure limit values (EU amational ones) and other relevant
legislative provisions.

These procedures should apply to all personnellimgnthe substance including during cleaning
and maintenance works.

2.1.4 Cases of accident and where waste is generated

There must be procedural and/or control technotogieplace that are used in cases of accidents
and in cases where waste is generataticle 18(4)(e). In this, the clarifications according to
Directive 96/82/EC on the control of major-accidéatzards involving dangerous substances and
Directive 94/9/EC concerning equipment and protecsystems intended for use in potentially
explosive atmospheres might usefully be consultetl d@he requirements implemented.
Management Systems

Management systems are good options to ensure rthygerp application of risk management
measures. A management system includes approppatational procedures to ensure that control
measures are indeed appledSuch a system may also define management regjdres,
authorisation procedures (e.g. for maintenancepenimg of equipment), inspection and auditing
requirements etc.

13 In practice management systems include the sireidd respond to accidents and demonstrate comeglia
with relevant occupational and environmental legish and/or standards.
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On any given site, a management system should iooreference to procedures for accident
prevention and response. It may be appropriatanto this system to operational engineering
control systems. In case of a transported interatedthe various parties involved (supplier and
customer) each will need a management system ier da ensure rigorous containment and
controlled conditions over the life cycle of théermediate.

2.2 Registration requirements for on-site isolated intemediates.

On-site isolated intermediates manufactured in tiies of 1 tonne or more per year have to be
registered to the Agency. In order to benefit frihva reduced registration requirements for on-site
isolated intermediates, the manufacturer must oontinat the substance is used and manufactured
only under strictly controlled conditions during ivhole lifecycle as defined irticle 17(3)(see
also section 2.1).

The information required unddirticle 17(2)is the following:

* The identity of the manufacturer: the information to be submitted is detailed iotse
8.2.2.3 of the Guidance on registration.

* The identity of the intermediate the information to be submitted to identify the
substance is the same as that to be submitted foll aegistration (see 8.2.2.3 of the
Guidance on registration) with the exception oflgieal methods descriptions (section
2.3.5t0 2.3.7 of Annex VI) which are not required.

* The classification of the intermediatethe registrant has to determine the classificadion
his substance with respect to physicochemical ptigge environment and human health.
This classification has to be documented in secfioof IUCLID 5, under the heading
“classification”. More guidance on classificatiomdalabelling is available in section
8.2.2.4 of the Guidance on registration.

» Any available existing information on physicochemial, human health or
environmental properties of the intermediate: when the registrant is in legitimate
possession or has the permission to refer to atutly report (a full study report or study
summary can be used freely after at least 12 yatasits submission in the framework of
a registration Article 25(3), he shall submit a study summary within his rigtfon,
unless in case of joint registration when the leagistrant submits the information (see
section 2.5). How to prepare a study summary icrdesd in section 8.2.2.4 of the
Guidance on registration.

* A brief general description of the useonly a brief general description of the identified
use(s) of the substance as described in sectiof3/nex VI is required for isolated
intermediates. More details can be found on whatls¢o be reported in section 8.2.2.5 of
the Guidance on registration.

» Details of the risk management measures appliedhe details of the risk management
measures should be reported in section 13 of I[UQktBnd alone RMM report, format see
Appendix 3) The information has to include a dgdmn of the efficiency of the risk
management measures applied, sufficient to denadastihat the substance is rigorously
contained during its whole lifecycle and that itnmnufactured and used under strictly
controlled conditions. More information on how tesdribe the risk management measures
applied and their efficiency is available under Apgix 3..
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If from the available information and knowledgetlo¢ process the registrant is not able to conclude
that the substance is manufactured and used utrdgtyscontrolled conditions, a full registration
in accordance witlrticlel0has to be submitted as described under the Gledamcegistration.

2.3 Registration requirements for transported isolatedintermediates

Transported isolated intermediates have to bete¥gid to the Agency if they are manufactured or
imported in quantities of 1 tonne or more per yé&aorder to benefit from the reduced registration
requirements for transported isolated intermedjaties manufacturer or importer must confirm
himself or state that he has received confirmafrom user(s) that the substance is used and
manufactured only under strictly controlled coraht during its whole lifecycle as defined in
Article 18(4)(see also section 2.1).

Therefore the registrant of a transported interatedshould first get the necessary confirmation
from the different users to whom the substanceumpled whether the substance is used under
strictly controlled conditions or not.

For transported isolated intermediates below 10®0he information required undarticle 18(2)
is the following:

* The identity of the manufacturer or importer: the information to be submitted is
detailed in section 8.2.2.3 of the Guidance onstegfion.

* The identity of the intermediate the information to be submitted to identify the
substance is the same as that to be submitted ftdl @egistration (see section 8.2.2.3 of
the Guidance on registration) with the exception aofalytical methods descriptions
(section 2.3.5 to 2.3.7 of Annex VI) which are nequired.

* The classification of the intermediatethe registrant has to determine the classificabion
his substance with respect to physicochemical ptigge environment and human health.
This classification has to be documented in secfioof IUCLID 5, under the heading
“classification”. More guidance on classificatiomdalabelling is available in section
8.2.2.4 of the Guidance on registration.

« Any available existing information on physicochemial, human health or
environmental properties of the intermediate: when the registrant is in legitimate
possession or has the permission to refer to atutly report (a full study report or study
summary can be used freely after at least 12 yatasits submission in the framework of
a registration Article 25(3), he shall submit a study summary within theirisergtion,
unless in case of joint registration when the leagistrant submits the information (see
section 2.5). How to prepare a study summary icrdesd in section 8.2.2.6 of the
Guidance on registration.

* A brief general description of the useonly a brief general description of the identified
use(s) of the substance as described in sectiof3/nex VI is required for isolated
intermediates. More details can be found on whatls¢o be reported in section 8.2.2.5 of
the Guidance on registration.

» Details of the risk management measures applied anctecommended to the user,
making reference to Article 18(4) the details of the risk management measures ghozul
reported in section 13 of IUCLID (stand alone RM#&port, format see Appendix 3) The
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information must include a description of the efifeeness of the risk management
measures applied, sufficient to demonstrate that shbstance is rigorously contained
during its whole lifecycle and that it is manufaet and used under strictly controlled
conditions. More information on how to describe tlgk management measures applied
and their effectiveness is available in Appendix 3t

For transported isolated intermediates in quastittd 1000 tonnes or more per year per
manufacturer or importer the registrant shall idelin addition information specified in Annex VII
of the Regulation. More details can be found on twieeds to be reported in the Guidance on
registration.

From the available information and knowledge of fitecess on the different sites, or if no
confirmation is available, the registrant may netable to conclude that the substance is used under
strictly controlled conditions. In that case, alfutgistration (including the complete set of
information as requested for “standard” substaraces described in the Guidance on registration
has to be submitted taking into account the manwuifad or imported tonnage of the substance.

2.4 Preparation of a registration dossier for isolatedntermediates

Article 111requires that the format of the technical dossiast be IUCLID (International Uniform
Chemical Information Database). This means that atker IT tools could be used to prepare the
dossiers as long as they produce the exact sammatiom this document only the preparation of
registration dossier using IUCLID is described. T version of this software is IUCLID 5 which
will be used as the reference in this document fandwhich a specific guidance is available
Guidance on IUCLID. The IUCLID 5 software will be@dnloadable from the IUCLID website at
http://iuclid.eufree ofcharge by all parties, if used for non-commerciappses.

The full registration dossier should be submittéal REACH IT to the Agency as described in
section 8.2 of the Guidance on registration.

For intermediates, IUCLID 5 enables the registriantdentify the information requirements for
either on-site isolated intermediates, transporsedhted intermediates produced at up to 1000
tonnes and transported isolated intermediates peatiat 1000 tonnes or more per year. In each
case, all available and relevant information needbé reported in the registration dossier.
Depending on the selection of the registrant tledd$i to be filled in IUCLID 5 are clearly
identified.

2.5 Joint submission of data on isolated intermediateky multiple registrants.

A substance being used as an isolated intermef@iatsite or transported) may be manufactured or
imported by several different registrants, for imediate or non intermediate uses. In such sitnatio
joint registration needs to be submitted. The temigés have to follow the general guidance
developed for joint registration (See section 1@.the Guidance on registration).

Specific rules apply to registrants of intermedsads specified iArticle 19

Once the lead registrant has been identified, lsetthv@ubmit first the following joint information
with the agreement of the other manufacturer(snporter(s):
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* the classification of the intermediate, and

* any available existing information on physicocheahi©iuman health and environmental
properties of the intermediate.

* In case one of the registrant manufactures or itspsolated transported intermediates at or
above 1000 tonnes, it is recommended that theregidtrant provides the information in
Annex VII, in accordance with article 18(3).

Each registrant shall then submit separately Spenifiormation:
* identity of manufacturer
* identity of intermediate
» a brief general description of the use (i.e. inidmate for chemical synthesis)
» details of the risk management measures

If one registrant does not want to submit information the classification or on the
physicochemical, human health and environmentgbgates jointly, it is possible for him to do it
separately, as far as there is a clear and jubtridonale of separate submission according to the
reasons set iArticle 19(2) These reasons are:

* it would be disproportionately costly for him tdosnit them jointly, or

* submitting the information jointly would lead tosdiosure of information which he
considers to be commercially sensitive and is yikel cause him substantial commercial
detriment, or

* he disagrees with the lead registrant on the s@eatf this information.

A general guidance on how to document reasonsufomgted data separately for joint registration
is developed under the full Guidance on registratio

2.6 Time lines

The same rules apply for the registration of ineulrates and the registration of non intermediates.
Section 1.7 of the Guidance on registration dessrthose rules in detail.

Substances already notified under Directive 67/BE8, are considered as registered. Nevertheless
some provisions apply and details can be founeéatien 1.6.5.3 of the Guidance on registration.

2.7 Registration fee

Registration fees are specified in Regulation (B4)/2008. .
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APPENDIX 1: ILLUSTRATIVE LIST OF ISSUES THAT MAY B E TAKEN INTO
CONSIDERATION FOR CHECKING THAT THE ISOLATED INTERM EDIATES ARE
MANUFACTURED UNDER STRICTLY CONTROLLED CONDITIONS

Thislist can be used by
= theregistrant of an isolated intermediate (the manufacturer or importer) and

= the user of the intermediate wishing to confirm to the registrant that his use takes
place under strictly controlled conditions

The documentation needs to contain a justificatibtine relevant issues listed below.

1. Has the life cycle of the substance been accoedtfor

a) Manufacture of the intermediate? Continuous proaas$atch operation? Scale of
operation?

b) Use of the intermediate? Continuous process ohligieration? Scale of the operation?
c) Final synthesis process?

d) Any purification step?

e) Sampling and analysis?

f) Loading and unloading from equipment or vesselsarydother substance transfers?

g) Any relevant storage?

h)

i) Waste treatment?

2. Is rigorous containment by technical means in pke?,

a) The substance is rigorously contained by the falhgwmeans (refer to the life cycle
steps and process steps under 1): .....

b) Procedures to ensure containment has been appigdnaintained for all stages of
production and processing

c) Management system is in place
d) Implementation of existing EU legislation

e) Monitoring measurements to check on potential ramgi emissions are being carried
out. This includes: ......

3. Areprocedural and control technologies being used to immise emissions?
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a) Residual emissions from rigorous containment ocauithe following steps of the
processes. ....... These emissions are minimised bipllogving procedural and control
techniques (differentiation regarding work-placed anvironment required): .......

b) Emissions from purification, cleaning and mainteseafter accidents are minimised by
the following procedural and control techniquedfédentiation regarding work-places
and environment required): ..........

¢) Emissions from purification, cleaning and maintezeaare minimised by the following
procedural and control techniques (differentiatiorgarding work-places and
environment required): ... ...

d) Emissions from waste handling is minimised by tbkofving procedural and control
techniques (differentiation regarding work-placed anvironment required):

4. Are only properly trained and authorised persomel handling the substance?
a) Relevant training or authorisation scheme covassdiibstance and/or process
b) A procedure ensures that only trained and authbpsesons handle the substance

c) Other legislative frameworks that control the hamgllof the substance have been
considered

5. Are special procedures applied before the system opened and entered during cleaning
and maintenance works?

a) Process procedures for containment during cleardnd maintenance have been
accounted for in plant and engineering design aso@piate for the site

b) Operational procedure system checks include clgaaimd maintenance of process
equipment

c) Risk management measures are applied during clganith maintenance

d) Specific procedures before the system is opene@séhinclude e.g. purging and
washing and ...... (further specify)

6. Are substance-handling procedures well documesad and supervised by the site operator?

a) Occupational procedures have been assessed atdcareented

7. For transported isolated intermediates:

a) Confirmation that the synthesis of (an)other sutxstés) from that intermediate takes
place under strictly controlled conditions on otbiges has been documented
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APPENDIX 2: EXAMPLE OF FORMAT FOR DOCUMENTING IN-H OUSE
INFORMATION ON STRICTLY CONTROLLED CONDITIONS OF IS OLATED
INTERMEDIATES

Thisformat can be used by
= theregistrant of an isolated intermediate (the manufacturer or importer) and

= the user of the intermediate wishing to confirm to the registrant that his use takes
place under strictly controlled conditions

1. Description of technological process used in manutture
2. Description of the uses of the substance.
Give a description of the uses of the substanddeulifferent sites.

Check that any relevant storage, processing andsimthesis process of the final substance
have been accounted for.

3. Is the substance rigorously contained:
a. During the manufacturing process?
» Description of the process and technical meansmtai the substance.
» Identification of potential emissions to:
= Workplace
= Environment
* Modelling estimations or available monitoring ddtaceded

* Procedure and systems in place to comply with iegjshealth, safety and
environmental legislation.

b. During the use?
» Description of the process and technical meansmtain the substance.
» Identification of potential emissions to:
=  Workplace
= Environment (air, wastewater, soil, etc.)
* Modelling estimations or available monitoring ddtaeeded.
c. During substance transfers before and after transpad?

» . Description of the process and technical measmtain the substance.
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» |dentification of potential emissions to:
= Workplace
= Environment (air, wastewater, soil, etc.)

* Modelling estimations or available monitoring ddtaeceded.

4. If emissions have been identified on sites of maradture or uses, are there procedural
and control technologies to minimise emission andesulting exposure?

Give a description of these procedural and contethnologies in place, including those
applied after accidents and for waste collection areatment.

5. Is the substance handled by trained and authorisegdersonnel?
* Is the personnel provided with safety data she@S)f the substances handled?

* Is there sufficient training and information on eggiate precautions and working
procedures (proper labelling of specific workinggas) at workplace?

» Is it guaranteed that only trained personnel handégerous substances?

Give a description of the information and trainimgplace.
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APPENDIX 3: FORMAT FOR DOCUMENTING INFORMATION ON RISK
MANAGEMENT IN A REGISTRATION DOSSIER FOR ISOLATED A ND
TRANSPORTED INTERMEDIATES

This format can be used by the registrant of atated intermediate (the manufacturer or
importer). To be attached into 13 of the IUCLID slies with the file name _ RMM details( In case
the M/l has DUs using the intermediate: We haveroonicated the specifications presented
below to our DUs and received confirmation thatitlvenditions meet the specifications)

1. Brief description of technological process applieth manufacture of the intermediate.

Include a process flow chart if available. Ensunattall relevant activities (unit operations) are
covered in this description, such as synthesisiak,urification steps, cleaning and maintenance,
sampling and analysis, loading and unloading, s@rand waste treatment

2. Brief description of technological processes applikin use of the intermediate.

Include a process flow chart if available. Ensunattall relevant activities (unit operations) are
covered in this description, such as synthesisiak,9urification steps, cleaning and maintenance,
sampling and analysis, loading and unloading, s@rand waste treatment

3. Means of rigorous containment and minimisation techologies applied by the
registrant during the manufacturing and/or use proess

o Description of the technical means to rigorouslgtam the substancMake
reference to different activities (unit operatiomsid life cycle stages as appropriate
(see Appendix 1)

o ldentification of residual emissions to:
= Workplace
= Environment (air, onsite water streams)

o Description of the procedural and control techn@sgn place to minimise emission
and resulting exposurdnclude quantification of releases and informatam
effectiveness of control techniques as appropriate

=  Workplace
= Environment (air, waste water, discharge from site)

0 Specify the management means and training thatpkamtly contribute to the
functioning of the technical means described above.

4. Means of rigorous containment and minimisation techologies recommended to the
user of the intermediate:
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o

Description of the technical means to rigorouslgtam the substancMake
reference to the different life cycle stages anivaies (unit operations) as
appropriate (see Appendix 1)

Identification of residual emissions to:
=  Workplace
= Environment (air, onsite water streams)

Description of the procedural and control techn@sgn place to minimize emission
and resulting exposuréficlude quantification of releases and informatmm
effectiveness of control techniques as appropriate

=  Workplace
= Environment (air, waste water discharge from site)

Specify the management means and training thatpknty contribute to the
functioning of the technical means described above.

In the case of cleaning and maintenance works, special procedures such as purging and
washing are applied before the system is opened and entered

5. Special procedures applied before cleaning and maenance

(0]

Description of the special procedures (such agipgrand washing) applied before
the system (any contained operation units withenlifie cycle of the substance) is
opened and entered for cleaning and maintenande wor

6. Specific activities with the intermediate at the rgistrant’s site where PPE is required
to limit exposure of workers to levels that no aduse health effects can occuiSpecify
the activity and the type of PPE both for normal conditions of use, and to accidents and
incidents.

7. Waste information

o

Identify the process stages where waste is genkfatg. purification, maintenance,
emission controls).

Quantify the amount for each of this waste streams
Briefly describe the type of treatment applied tnsi
Briefly describe the type of treatment applied ibdfs.




