Global Regulations

Recent Developments in
Global Regulatory Framework
in the Chemical Industry

With the European Union’s next dead-
line for REACH registration due in 2013,
various chemical manufacturers are
scrambling to ensure that compliance
measures are taken. Meanwhile, other
countries have recently introduced
REACH like chemical regulations,
making it necessary for chemical
manufacturers exporting globally to
now comply with not only REACH but
also various other regulations around
the world. Most of the guidance and
regulatory documents are difficult to
understand due to language issues,
and impede planning of necessary
compliance measures. This article
gives a brief overview of the recent
REACH-type chemical regulations
adopted and implemented in China,
Turkey, Japan, and Korea.
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EU REACH

ince its inception, the European Union

(EU) Registration, Evaluation, Authori-

zation and Restriction of Chemical sub-
stances (REACH) regulation has taken centre
stage for companies exporting products to
Europe. As per statistics from European
Chemical Agency (ECHA), the first registra-
tion deadline (30 Nov 2010) for exported sub-
stances > 1000 tpa (tonnage per annum) re-
sulted in submission of 25,000+ registrations
for approximately 4,300 substances to agency.
Registrations with intermediate use com-
prised approximately 25% and of the total reg-
istrations, 19% were submitted by “only rep-
resentatives”. Majority of the registrations
(94%+) for the 2010 deadline were done as
joint submission, where a company takes the
role of lead registrant and submits all data re-
quired as per tonnage band with the rest of
the companies becoming member registrants
who submit the dossiers referring to this data
by paying data cost (Letter of access, LoA) ex-
cept company specific information. Besides
the registration, companies submitted more
than two million CLP notifications to the
agency.

With the successful completion of two
deadlines, the present focus of companies is
to meet the registration deadline due next year
for tonnage band 100-1000 tpa. ECHA has re-
leased tentative timelines (Figure 1) for 2013
registrations which show that the lead regis-
trant has to submit the dossier at least three
months before the deadline. User information
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China

In China, Measures
on Environmental
Management of New
Chemical Substances
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Fig 1: Timelines released by ECHA.

is an important part of the dossier and companies should
inform their downstream users and collect uses before 30
May, 2012.

Global Chemical Regulations

The REACH regulation has played an inspirational
catalytic role in the drafting and implementation of chemi-
cal regulations across the globe. Countries such as China,
Turkey, Japan, and Taiwan have recently adopted regu-
lations on a similar pattern and in some countries such
as South Korea, Malaysia, USA, and India the regulations
are in draft stages. Chemical regulations of few countries
are discussed below.

quires notification of
‘new’ chemical sub-
stances not listed on the Inventory of Existing Chemical
Substances in China (IECSC). The inventory has 45,602
substances of which 3,166 substances have been claimed
confidential and 8,175 substances are without CAS num-
ber. Figure 2 briefly describes the notification process if a
substance is not listed in IECSC.

China also has implemented Regulations on Safe
Management of Hazardous Chemicals (“China GHS”,
2011) which require companies to update the Safety Data
Sheets (SDS). The regulation is in force since December,
2011. In past few months, a Chinese authority in Shang-
hai has seized shipments of > 1.55 million tonnes of haz-
ardous chemicals worth $45 million, which were not in
compliance with China’s regulatory requirements such
as faulty labels.

Notifier

—

New

No notification j

N Substance? required
1
[}
1
1 4‘ Simplified Notification
1 E ‘
: g % Notificatiion Regular Notification
=
2 |2 J
(@]
| D CRC-MEP il |
| ]
[}
A Evaluaton | _ _ _ _ _ _ _ _ _ __ ________ P°St!;:?°titf_i°ati°"
Committee (EC) obligations
\1 Management /T
MEP categories Certification
Accepted classification
Fig 2: Notification process for China REACH
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New Substance
Pl Full Small volume Low volume Exemption for Exemption for
Notification Notification Exemption Exemption | | Polymer of Low | |Substances specified
for Polymers for Non-Polymers (SVE) (LVE) Concern (PLC) by Cabinet order
Polymers New New New Polymer of For example,
(>1 tly), not PLC substances substances substances Low Concern Intermediates only
’ (>11ty) (<=1 tly) (<=10 tly) (PLC) for export

Fig 3: Type of registration depending on the nature of the substance and tonnage in Japan

Table 1: REACH Comparison Part 1: EU, Korea, China, Japan & Turkey

Details

EU REACH

K-REACH

China REACH

Japan CSCL

T-REACH

In force since

1 June 2007

Draft, expected to
enter into force on
1st January 2013

15 October 2010

Fully implemented
since 30th June
2011

Fully implemented
since 31 March 2011

Main actors

EEA manufactur-
ers, OR, importers
and downstream
users

Korean manufac-
turers and import-
ers

Chinese manufac-
turers and import-
ers

Japanese manufac-
turers and import-
ers

Turkish manufac-
turers and import-
ers

OR/representative |Yes (REACH Yes Yes (agent / No but confidential | Yes (Article 10.3)
system Article 8) representative) information can be
submitted directly
to METI by foreign
manufacturer
Substances All substances Existing and New | Only new chemi- | Existing and New | Existing and New
covered manufactured in or | chemicals cals substances (not | chemicals chemicals
imported into EEA in IECSC)
>1t/yr, certain
exemptions (esp.
REACH Article 2)
System of existing | REACH covers Yes Yes, but only new | Yes Yes
and new chemicals | existing and new chemicals not listed
substances in IECSC
Requirements for |Pre-registration for |- If CSA pre- None Notification of Notification by 31
Existing chemicals |existing (“phase- |registration volumes, shipment | March 2011
if applicable in”) substances to | followed by details and use
benefit from registration categories
staggered registra- |- if non-CSA —

tion deadlines

annual report

Requirements for
new chemcicals if

To be registered
before they can be

Registration

Notification prior
to import

Notification prior
to import

Notification after
15 months from

applicable manufactured in first placement on
EEA or imported the market
into EEA
| |
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Table 2: REACH Comparison Part 2: EU, Korea, China, Japan & Turkey

Details EU REACH K-REACH China REACH Japan CSCL T-REACH
Existing http:/ /echa.europa.eu/ KECI http:// TECSC (46 603 ENCShttp:// Kimyasal Envanter
inventories web/guest/information- |ncis.nier.go.kr substances)http:// | www.safenite.gojp/ | (2887 substances)
(lists) + on-chemicals, WWW.CIrc- english/db.html Excel available on
website link  |http:// mep.org.cn/ request

esis.jrc.ec.europa.eu/ iecscweb/
IECSC.aspx?La=1
Polymer status|Register monomers Register new Register new Notify new Notify monomers.

polymers if not | polymers polymers. Poly- Polymers as such
specifically mers of Low exempted.
exempted Concern are
exempt from
notification
Main authori- |[ECHA, EU Commission, | NIER (new MEP-CRC METI MOEU
ties enforcement by EEA substances), MoE-
Member State authorities | KCMA (existing
substances)
Administra- |1) ECHA Fee Regulation |No fee informa- |Search fee is Notification is free | Notification is free
tive fees 2) Data costs (LoA, tion available yet |applied for searches| of administrative | of administrative
consortium) - substance | for K-REACH of the confidential | charge charge
specific part of IECSC
3) compliance manage-
ment (in-house or
consultant)
Other specific |Evaluation of registered | Evaluation, Use of govenment | New chemical Information about
requirements |dossiers and substances, | Authorisation and | approved Chinese |substances will be |Turkish importers
Authorisation for Restriction labs for added to the list of |to be provided to
Substances of Very High | processes similar |ecotoxicological notified substances | MOEU database
Concern (SVHCQ), to EU REACH testing (CSCL)after 5 years

Restrictions, downstream
/ article user obligations

New chemical
should be also
notified in ISHL.

Post-notifica-

Continuous update of

Annual updates

Annual activity

Annual updates of

Every 3 years

tion require- |registration dossier and | of volumes reports and volumes for last updates of volumes
ments SDS; compliance with produced and updates of registra- | fiscal year (1st produced and
authorisation, restrictions, | imported tion information April - 31 March), |imported
downstream / article user shipment and
obligations usage
Deadline Depending on the Deadlines not yet | 15 October 2010 30 June 2011 31 March 2011
process, e.g. registration | finalised for K-
of pre-registered existing | REACH
substances by 30.11.2010,
31.5.2013 or 31.5.2018
(depending on tonnage
and hazard)
J apan as existing substances (already manufactured /imported

Chemical Substances Control Law (CSCL) is in force
since 1973 and was amended in 2009. It requires manu-
facturers and importers to submit the notification to the
concerned agency. The law applies to both new as well

at the time of the promulgation of the CSCL). Chemical
Inventory is named Japanese Existing and New Chemi-
cal Substances Inventory (ENCS) which has approxi-
mately 20,600 existing substances. The type of registra-
tion depending on the nature of the substance and
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Table 3: GHS Comparison: EU, Korea, China, Japan & Turkey

Details EU GHS (CLP) Korea GHS China GHS Japan GHS Turkey GHS
Implemented |Start 20 January 2009 1 July 2011 1 December 2011 1 December 2006 | Not yet imple-
Complete 1 June 2017 (Decree No. 591) mented. Existing
system harmonised
with DSD and DPD
from 26™ Dec 2009.
Main authori- |ECHA, EU Commission, | MoE, MoL and SAWS-NRCC, local | MHLW MOEU
ties enforcement by EEA NEMA SAWS authorities
Member State authorities
Harmonised |CLP Annex VI Table 3.1, |http:// 2012 Catalogue to | Searchable compi- | Not available
C&L list in: http:// ncis.nier.go.kr/ be released soon by | lation of the lists is | online

available at

echa.europa.eu/web/
guest/information-on-
chemicals/cl-inventory

ghs

SAWS

available at: http:/
/www.safe nite.go.
jp/english/db.html

C&L Manda- |Yes: classified substances | Yes, for TCCA, Yes: classified Yes, for ISHL Yes: classified
tory? /mixtures; certain non- ISHA classified substances / classified sub- substances /
classified mixtures substances/ mixtures; certain stances/mixtures | mixtures; certain
mixtures non-classified non-classified
mixtures mixtures
Category of |Substances and mixtures, |Substances and Substances and 640 substances Dangerous

substances if classified or meeting mixtures, if mixtures, if substances and
where SDS is |other criteria in REACH | classified under classified in the mixtures under the
required Article 31(1) or (3) the above 2012 Catalogue current classifica-
regulations tion and labelling
regulation
Whoiis EEA supplier of substance | Manufacturer or |Chinese importer, | Manufacturer or Manufacturer or
;gipsogsslble or mixture importer (in but needs informa- | importer (in importer (in
preparation? practice prepared | tion from manufac- | practice prepared | practice prepared
by manufacturer) |turer by manufacturer) |by manufacturer)
Whois EEA supplier of substance | Korean supplier | Chinese supplier of | Japanese supplier | Turkish supplier of
;gipsogsslble or mixture of substance or substance or of substance or substance or
communica- mixture mixture mixture mixture
tion?
Other specific |C&L notification to ECHA | SDS required in | Registering the SDSs required for | Entry of SDSs in
requirements |for substances hazardous |addition to TCCA |hazardous chemi- | further 400 MOEU database;
or subject to REACH for ISHA and cals at SAWS- substances under | SDS must be
before registration HMA substances |NRCC PRTR regulation prepared/ certified
by a licensed
specialist
Other impor- |CLP is updated regularly |Korean SDS Chinese Japanese stan- Turkey GHS
tant informa- |through “Adaptations to |standard updated | standards:Classification | dards: Classifica- | (harmonised with
tion Technical Progress” (ATP), | in line with GHS | GB 13690-2009, tion (JISZ7252), EU CLP) is due to
incl. new harmonized at the start of labelling GB 15258- | SDS (JISZ7250) and | be published in the
C&L in CLP Annex VI 2012, local contact | 2009 and SDS GB/T | labelling (JISZ7251) | first half of 2012
Table 3.1 to be named and | 16483-2008
receipt of SDS to
be acknowledged
Deadline 1.12.2010 for substances |1 July 2011 1 December 2011 1 December 2006 | 26" December 2009
1.6.2015 for mixtures - 2 | (substances),
years extension, if already | 1 July 2013
in the supply chain (mixtures)
Notification within 1
month after supply in EEA
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tonnage is shown in Figure 3.

Turkey

The chemical regulation is Inventory and Control of
Chemicals nicknamed Turkey “REACH” and is in force
since March 2011. The law requires manufacturers and
importers to submit the notification to authority in Turk-
ish for > 1000 tpa and 1-1000 tpa band. The Ministry of
Environment and Urbanization governs the law. There is
also a requirement for SDS in Turkish language to be pre-
pared by person certified by Turkish authority.

Korea

Korea has Toxic Chemicals Control Act (TCCA) in
force and Korea “REACH” in draft stages. Ministry of
Environment is the authority responsible for the law. The
proposed modification involves (pre-) registration of new
and existing chemicals. A non-Korean manufacturer can

appoint an only representative in the same way as in EU
REACH.

Summary

Many companies are running short of time to meet the
REACH deadline of May, 2013 as well as are short of re-
sources to comply with the upcoming REACH-like regu-
lations across the world. Due to language issues, most of
the guidance and regulatory documents are difficult to
understand and impede planning of necessary compli-
ance measures. Our recommendations to the industry
players who are exporting globally is that they must start
checking their regulatory compliance status for China,
Turkey, Japan, Taiwan without delay as these countries
have adopted and implemented REACH-type regulations
and for most of them the deadline has already passed. In
addition to inventory listing /notification/registration re-
quirements it is equally important to keep your (M)SDS
in line with the regulatory compliance for each country.
Just preparing a 16 point SDS does not mean fulfillment
of SDS requirements, as each country has altered the for-
mat while implementing UN GHS or EU 453/2010. So
there is no master SDS which can be used for all coun-
tries and your present SDS may require significant im-
provement. Please refer the tables for REACH and GHS
comparison analysis including website listing for refer-

ences.
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Available For Sale

Spray Dryer
50 kg/hour water evaporation capacity,
fully made of SS, Fuel: CNG/LPG
Also available other new/old machinery:

o Shuttle Kiln: CNG/LPG Fired
e Smelters e Recuperation System
e Chimney e Refractory
e Air Compressors e Blowers
e Electric Motors e Gas Control
Valves e Electric Cranes-Hoists
o Water Pumps o Etc
on as is - where is basis at Agra (U.P.)
Only serious buyers please contact:

09953573138 (Delhi)
Email: agrafactory @gmail.com
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—fweee GOMPANY === | CONTROL EQUIPMENTS :

(i) 2HP to 100HP Fixed Type and Floating Type
Energy Efficient Aerators, installations more than 1700 nos. (ii) Central
& End Drive Clarifiers, HRSCC Thickners, Clariflocculators from 2 Mt.
to 25 Mt. Dia, more than 1150 nos. installations (iii) Agitators, Flash Mix-
ers, Flocculators from 1HP to 40HP ratings in Rubber, Lead, FRP Lining,
S.S. Construction, installations more than 2000 nos. (iv) API Oil Separa-
tors, etc.

(YOI VYRW. N[O\ THA NN WL (1)At Pattancheru CETP, (2)
Dombivli CETP, (3) Vapi - CETP, (4) Mahad - CETP, (5) Wazirpur - CETP
through L&T, Chennai, (6) Badli - CETP through UEM India, (7) Bharuch
CEO AQUA through L&T Ahmedabad, (8) Jalandhar through Ramky, (9)
Perfect Enviro, (10) Thane Belapur, (11) Nandesari CETP, (12) Global

Envirocare-Sachin, etc
WORLD BANK AIDED PROJECTS (GWSSB):J-N:E I BRNETiEn B el 11 VeN
3.y FoRel s 0] SN S {O] INMMIINIEH (Total 128 nos. of Clients, who

repeated the orders for their each & every expansion projects).

Few Valued Clients:- Aurobindo Pharma, Hyderabad - 29 Times.

Gujarat Refinery, Vadodara — 8 Times. Gujarat Insecticides - Ankleshwar-

7 Times. Torrent Pharmaceuticals, Ahmedabad — 6 Times. Pattancheru

CETP, Patancheru — 5 Times. Lupin - Ankleshwar — 6 Times. Allana Group

- 7 times. Reckitt & Colman- Asansol — 4 Times. Tamilnadu Petro Prod-

ucts - Chennai — 3 Times. DSIDC- New Delhi- 3 Times. L&T ECC Div. -2

Times. Dr. Reddy’s Laboratories - Hyderabad — 3 Times. (Bilt-Thapar

Group) — 2 Times. Vapi CETP - 3 times.

TREATED ALL TYPES OF EFFLUENTS LIKE: JRyr st EIe st CRDEV IS IR

Distilleries, Soap & Detergent, Fertilizers, Chemicals, Paper Mills, Sugar, Tex-
tile, Metal, Dyes, Oil Industries, Petroleum, Cement, Insecticides/Pesticides,
Food Ind., Bottling Plants, Starch Inds., Organic, STP & CETP Projects.
ENERGY AUDITING FOR EXISTING ETP / CETP / STP SYSTEM IS ALSO CARRIED OUT.
INHOUSE OXYGEN TRANSFER TESTING FACILITY AS PER AMERICAN STANDARDS
AND WRINKLERS PROCEDURE IS AVAILABLE.

ENVIRON ENGINEERING COMPANY
864/3/B, GIDC, Near GCEL, Makarpura, Vadodara - 390 010, Gujarat.
Tel: (F) 2643870/6536670/ (R) 2482589, Telefax: 0265-2653458
Mobile: 09825008442/ 09879788102 /09898548201
E-mail: environ@environengg.com, Web: www .environengg.com.
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