Ciba Regulatory Services

Comprehensive regulatory support for new product introductions,
data development and compliance of existing products with local
and global regulations

Notification of New Chemicals

Registration of Biocides, Indirect Food Contact

Global Chemicals Management

Design and Optimization of Tox & Ecotox Tests

Global Legislation Development and Training

Value beyond chemistry



Ciba Regulatory Services helps customers in highly regulated
industries achieve local, regional and international compliance.

Ciba Regulatory Services provides a comprehensive regulatory resource for customers to develop and implement worldwide regulatory
strategies. It is independent from laboratory testing houses and includes services related to new product introductions, data development
as well as compliance of existing products with local and global regulations.

The services are based on Ciba Expert Services’ extensive global regulatory knowledge and decades of practical experience dealing with
chemicals law. The organization has offices located around the world and has established a strong, direct network with local as well as
regional trade associations and government authorities. The experts speak the local language and live the local culture. The service offering
covers chemicals, formulations, polymers and end use articles to be commercialized in domestic and international markets. Clients benefit
by enjoying lower costs through outsourcing, and extended global reach, convenient one-stop shopping and reduced time to market.

Notification/Registration of New Chemicals

Ciba Regulatory Services offices:

Americas Europe Asia Pacific

High Point Barcelona Manila

S@o Paulo Basel Melbourne

Tarrytown Bologna Mumbai

Toronto Brussels Osaka
Gothenburg Seoul
Lampertheim Shanghai
Lyon Singapore
Macclesfield Tokyo
Milan
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Global Chemicals Management

Notification of chemicals worldwide — Europe (REACH), USA,
Canada, Japan, China, Philippines, Latin America, Australia and
other countries. From design of testing protocols and dossier
preparation to a full notification/registration program.

REACH
Comprehensive regulatory support and guidance

e Strategic consulting, Pre-Registration, Registration, Consortia
management and SIEF/Consortia representation, legal repre-
sentation in EU (‘Only Representative’), dealing with authoriza-
tion (PBT, CMR).

¢ Including integrated test strategies/non-testing, identification
of analogues/read across/grouping, data evaluation (Klimisch
criteria), collecting relevant data from public domain, chemicals
safety report preparation, classification and labeling, risk and
exposure assessment/scenarios

Application Registration Worldwide

Support in commercializing products in different regions of the
world in compliance with the local chemical legislations.

e Hazard classification and risk assessment

e Chemical inventories and product registers

e Control regimes (CWC, drug precursors, dual uses,
import/export)

Tox & Ecotox Testing

Ciba’s expertise in collaboration with selected partners delivers
experimental services and regulatory management.

e Notification of chemical substances

e Registration under REACH or assessment in HPV programs

e Profiles for hazard classification of chemicals

e Protocol, data and reports to meet international regulatory
standards

Global Legislation Development and Training

Guidance in the key steps to achieving compliance of end-use
articles for commercialization into the market.

e Indirect food contact applications
e Indirect contact with drinking/potable water (NSF Scheme)
e Registration of medical devices and biocides

For more information

Ciba provides information and advice services tailored to your
needs covering legislation around the world. Special training
sessions, in-house or at the customer’s sites, are organized in-
volving internal experts as well as external worldwide recognized
specialists.

e Call us in Europe at +41 61 63 66544; NAFTA at 1 800 431 1900, x4340; Asia at +65 6890 6393; LATAM at +55 11 5532 7400

e Visit our website www.ciba.com/expertservices
e Or speak to your local Ciba representative

Ciba Expert Services
Our Knowledge — Your Advantage
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