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Our History and Values

LISAM
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Founded in 1999, Lisam Systems is a global provider of Environmental, Health and

Safety (EH&S) compliance management software solutions and services, operating

from 18 offices worldwide.

.

Our Values:

Think Ahead Be Passionate Strive for Excellence Foster Knowledge Value Customers

20 years of experience in the chemical compliance market.



LISAM Regulatory services

We have a local support team: with GHS expertise (globally), technical expertise and

product expertise (waste, cosmetics (including Safety Assessments for the EU), industrial

chemicals, gas, retail products, biocides) and 18 offices globally enabling us to provide

you with up-to-date regulatory advice and software support;

REACH Registration

REACH Only Representative (OR) services

REACH Volume Tracking - EU Volume Tracking

EU Poison center Notification

Legal entity

EU regulatory assessments
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INTRODUCTION

Why should you comply with REACH, CLP and the EU Cosmetics Regulation?

❖ A compliant and professional market approach will ensure the growth of the 

BioTrade industry in Southern Africa

❖ Compliance would mean ease of access to large markets with huge buying 

power, sophisticated and highly regulated markets

❖ Compliance would achieve the sustainable goals and aim of the ABS 

programme by:

Creating jobs 

Creating sustainable value chains 

Creating high value sustainable markets through confidence and reliability of the products

Productive and sustainable use of Southern African biodiversity



INTRODUCTION

Why the EU?

❖ The EU is the biggest importer of essential oils

❖ Essential oil imports grew considerably between 2012-2016

- imports 60,000 tonnes valued at €1.2 B

❖ The French market :

- speciality oils used in the cosmetics sector are sort-after and France acts as a 

chemical and cosmetic hub for industry across Europe

- Countries that import a relatively large portion of high-value vegetable oils 

include Germany and the UK.



Why South Africa?

INTRODUCTION

❖ Rich biodiversity, a variety of climates, strong human resources and 

technological base

❖ Demand for seed oils has increased

- seed oils as ingredients for food, cosmetics and biofuel

❖ Globally seed oils are obtained from:

- 15 plant species out of nearly half a million known to man

❖ South Africa has great potential in Europe by providing vegetable and 

essential oils:
- of high quality, regulatory compliant

- are indigenous to the region and may have specific stories around ethnicity, indigenous 

knowledge or organic production



INTRODUCTION

South African essential oil exports 

❖ One of the major challenges is market access

❖ The market for cosmetic raw materials is predominantly driven by:

- consistency of supply,

- quality guarantees,

- regulatory compliance,

- and the assurance that the contents of the oil is safe for human use.



MARKET ACCESS

EU regulations
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❖ REGULATION EC 1907/2006 OF THE EUROPEAN PARLIAMENT AND OF THE 

COUNCIL of 18 December 2006 for the Registration, Evaluation, Authorization 

and Restriction of Chemicals (REACH); and Product readiness;

❖ REGULATION (EC) No 1272/2008 OF THE EUROPEAN PARLIAMENT AND OF 

THE COUNCIL of 16 December 2008 on classification, labelling and packaging 

of substances and mixtures (CLP); and 

❖ REGULATION (EC) NO 1223/2009 OF THE EUROPEAN PARLIAMENT AND OF 

THE COUNCIL of 30 November 2009 on cosmetic products



REACH LEGISLATION

WHAT IS REACH?

22 July, 2020 12

❖ EC 1907/2006 

❖ Registration, Evaluation, Authorisation and Restriction of Chemicals (REACH)

❖ Adopted adopted on 18 December 2006. Published on 30 December 2006 

❖ Enhancing the competitiveness of the EU Chemical industry



REACH LEGISLATION

Protection of human health



REACH LEGISLATION

Protection of the Environment 



REACH LEGISLATION 

Reduce the number of tests conducted on animals 

REACH requires: 

read-across REACH requires:

alternate methods to 

animal testing 

https://youtu.be/n9z-h2XafW4?list=PLOPGDACSd6qyHFvw-
Y2shr0CVcDkXTTjX



REACH

What is REACH?

NO DATA NO MARKET

Before REACH: Authorities had to demonstrate that a chemical is safe

After REACH: Industry is responsible for the safe use of their chemicals 

• The onus for assessing the impact of substances on human health 

and the environment is placed on the manufacturers and 

importers of substances



REACH 

Geographical

❖ REACH applies to the European economic area (EEA), that is, all EU member states, including 

Iceland, Liechtenstein and Norway

❖ REACH is a Regulation, not a Directive

- Applies directly in the EEA

22 July, 2020 17





STEP 1: KNOW YOUR PORTFOLIO
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What kind of products does your company 

produce for export to the EU? Is it a substance?

Does my substance need to be registered?

Substance

Do I reach the one tonne a year threshold for at 

least one importer?

The importer does NOT need to register the 

substance

What is your tonnage band?

Your volume determines your tonnage band, and your 

tonnage band determines the amount of your registration fee 

and which information you will need to provide for your 

registration. If you want to cover several importers with your 

registration, you must sum up the quantities sold to those 

importers.

There are four tonnage bands for standard registrations:

1-10 tonnes a year;

10-100 tonnes a year;

100-1000 tonnes a year;

and more than 1000 tonnes a year 

No



REACH

Principles of REACH

❖ REACH registration applies to substances:

❖ It applies to all individual chemical substances on their own, in mixtures or in articles

❖ Each substance needs its own registration
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Botanical name: Helichrysum odoratissimum 

essential oil REACH: substance 
Essential oil blend

REACH: Mixture 



REACH LEGISLATION

❖ Substances

Well defined substances:

"sufficient to enable each substance to be 

identified“

• The name or other identifier of the 

substance 

• Name(s) in the IUPAC nomenclature or 

other international chemical name(s) 

• Other names (usual name, trade name, 

abbreviations) 

• EINECS or ELINCS number (if available 

and appropriate) 

• CAS name and CAS number (if available) 

• Other identity code (if available)

UVCB substances

Unknown or Variable composition, Complex 

reaction products or Biological materials

Example:

Helichrysum odoratissimum essential oil 



STEP 1: KNOW YOUR PORTFOLIO
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What kind of products does your company 

produce for export to the EU? Is it a substance?

Does my substance need to be registered?

Substance

Do I reach the one tonne a year threshold for at 

least one importer?

The importer does NOT need to register the 

substance

What is your tonnage band?

Your volume determines your tonnage band, and your 

tonnage band determines the amount of your registration fee 

and which information you will need to provide for your 

registration. If you want to cover several importers with your 

registration, you must sum up the quantities sold to those 

importers.

There are four tonnage bands for standard registrations:

1-10 tonnes a year;

10-100 tonnes a year;

100-1000 tonnes a year;

and more than 1000 tonnes a year 

No



REACH

Exemption of Vegetable oils from REACH 
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❖ “obtained from natural sources”-original source must be natural material 

(plants)

❖ “Not chemically modified” 

❖ “fatty acids from C6 to C24” and their potassium, sodium, calcium and 

magnesium salts’ 

❖ However, If the oil - is classified as hazardous according to CLP or meets 

criteria for PBTs (persistent, bioaccumulative and toxic) and vPvBs then it 

MUST be registered

❖ Does not apply to synthetic materials/ Hydrogenated fats and hydrogenated 

oils 



WORKSHOP: ACTIVITY 1 

If an antioxidant or stabiliser is added to a vegetable oil is it still exempt from 
REACH or is it regarded as chemically modified and will have to be registered 
under REACH?
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Vegetable  oil +antioxidant/stabiliser = Exemption from REACH or

= REACH registration



ANSWER : ACTIVITY 1

The first question: Does the addition of an antioxidant or stabiliser to the substance 
“vegetable oil” make it a mixture?
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Answer: NO

According to the definition of a substance:

“1. substance: means a chemical element and its compounds in the natural state or 

obtained by any manufacturing process, including any additive necessary to preserve 

its stability and any impurity deriving from the process used, but excluding any solvent 

which may be separated without affecting the stability of the substance or changing its 

composition;”



ANSWER : ACTIVITY 1

The second question: Is the oil chemically modified?
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Answer: NO

It is precisely the purpose of such an additive that this substance remains

chemically unchanged. The substance that is going to be registered is the

substance “vegetable oil + its antioxidant or stabiliser”.



ANSWER : ACTIVITY 1

There’s ALWAYS A BUT!
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Answer: 

The substance: “vegetable oil + its antioxidant or stabiliser” must still 

meet the “(non) classification” criteria for exemption of entry 9: 

“The following substances obtained from natural sources, if they are not chemically 

modified, unless they meet the criteria for classification as dangerous according to 

Directive 67/548/EEC13 with the exception of those only classified as flammable [R10], as 

a skin irritant [R38] or as an eye irritant [R36] or unless they are persistent, 

bioaccumulative and toxic or very persistent and very bioaccumulative in accordance with 

the criteria set out in Annex XIII or unless they were identified in accordance with Article 

59(1) at least two years previously as substances giving rise to an equivalent level of 

concern as set out in Article 57(f):”



REACH LEGISTLATION
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Exemption from REACH registration ≠ Exemption from REACH regulation

Manufacturers/ formulators of vegetable oils must still keep a dossier proving

exemption from REACH registration



STEP 2: APPOINT AN OR

22 July, 2020 29

As a non-EEA manufacturer you should start by 

appointing an only representative (OR) to fulfil 

obligations of importers under REACH.

Why?

Requirements for REACH and CLP, such as 

registration or labelling, lies with the importers 

established in the European Union, or for 

REACH obligations, with the only representative 

of a non-EU manufacturer established in the 

European Union.

Non-EEA manufacturers should opt for an OR 

as communication of information needed by 

the importers would require the disclosure of 

confidential business information

Responsibility of the Non-EU manufacturer

To send a letter confirming this appointment to their OR 

who must have it available in case of inspection by the 

relevant Member State's enforcement authority.

Responsibility of the OR

To comply with the registration obligations of the 

importers

To submit an inquiry, followed by a registration

dossier for the substance imported into the EEA above 

1 tonne per year to the European Chemicals Agency 

(ECHA)

To keep the information available and updated 

More importantly 



STEP 3: FIND CO-REGISTRANTS
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The OR/importer will make an Inquiry with ECHA 

whether a registration has already been submitted for 

that substance.

Prepare an electronic inquiry dossier. When preparing 

the dossier, specific attention should be paid to the 

substance identity information.

The inquiry dossier will then be used by ECHA to direct 

inquirers to the relevant Co-Registrants page in REACH-

IT where they can find contact details of the Lead 

registrant, other registrants and potential registrants of 

the same substance.

For substances where no registrants or potential 

registrants exist or with ambiguous identifiers, ECHA 

verifies the substance identity information.

If ECHA is able to conclude on the substance 

identity of the inquired substance, the Agency 

directs inquirers to the relevant Co-Registrants 

page in REACH-IT.

ECHA puts potential registrants and previous 

registrants in contact with each other to share 

data and to submit a joint registration.



STEP 4: SHARE DATA

JOINT REGISTRATION
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❖ If a substance is not registered SMEs:

- work together with their co-registrants in a SIEF (Substance Information

Exchange Forum) with their co-registrants

- Appoint a Lead registrant who will submit the lead registration dossier, to

enable the co-registrants to submit their member registration dossiers



STEP 4: SHARE DATA

JOINT REGISTRATION
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The Lead registrant’s dossier includes the information submitted on behalf of

all the co-registrants, such as the composition of the substance, classification and

labelling of the substance, uses etc. The lead registrant will also add their own

company-specific and substance-specific registration information in the same

dossier.

The member dossier includes information specific to their company and

substance. This covers, for example, information about the identity of their

substance (composition, analytical data), the identified uses that are relevant for

their company, and the estimated volumes of manufacture or import.



STEP 4: SHARE DATA

Why should I share data
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❖ The requirement to share information about the substances manufactured,

imported, placed on the market and used in the EU is a fundamental aspect of

REACH;

❖ By doing this, registrants of the same substance can reduce registration costs

❖ Avoid unnecessary testing, especially on vertebrate animals

❖ Studies that don't involve vertebrate animal testing should also be shared to

reduce the costs of registration.



STEP 5: ASSESS THE HAZARDS

Information required depends on tonnage and uses:
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1-10 tonnes: Possible reduced data requirements for less hazardous 

substances;

If you exceed 10 tonnes then a  chemical safety report is needed

Pay attention to data quality: relevance, adequacy and reliability 

Animal testing is the last resort- consider alternatives first

Some long-term studies require a testing proposal



STEP 6: PREPARE DOSSIER: IUCLID
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After you discuss and exchange data within the SIEF, the lead 

registrant and each member registrant should have all the 

relevant information available to create their registration 

dossiers using the IUCLID format.

To do this you may use the IUCLID Cloud for SMEs which 

helps you to avoid any installation and gives you easy access, 

automated, regular back-ups and updates by ECHA. The cloud 

version enables the OR to transparently collaborate with all 

SME clients and to easily and securely share IUCLID 

information with them.

Check and update the information that is relevant for 

registration in REACH-IT.

Carefully assess your SME status (Reduced fees may be 

applicable to smaller SME’s).

Set up or join the joint submission in REACH-IT.

Submit your registration dossier: first the lead 

registrant, then all co-registrants and then follow 

up on REACH-IT.



STEP 7: DOSSIER UPDATED
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A registration dossier has to reflect the most up-

to-date knowledge on how a substance can be 

used safely.

This is a legal obligation for all registrants, so it is 

recommended to maintain  the  cooperation 

platform with your co-registrants..

The selection for compliance check is either random 

or concern-based.

The task of the only representative is to keep the 

information available and updated on the quantities 

imported, importers covered by the appointment, as 

well as supply the latest update of the SDS.



GAP Analysis study:
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PROJECT METHODOLOGY

Gap analysis project

❖ 6 seed/vegetable oils and 5 essential 

oils were selected for the gap analysis 

study 

❖ Selection criteria:

- traditional knowledge, 

- ecological sustainability, 

- market demand, 

- potential for value-adding and job 

creation, 

- participation of Indigenous People 

and Local Communities (IPLCs) and 

Small Medium Enterprises (SMEs).



GAP ANALYSIS STUDY

Industry associations

Industry associations Approximate No. Of members 

Cosmetic Export Council of

South Africa (CECOSA)

105*

Society of Cosmetic Chemists 

South Africa (Coschem)

420*

South African Essential Oils 

Producers‘ Association 

(SAEOPA)  

54*



GAP ANALYSIS STUDY

Industry associations

Industry associations Approximate No. Of members 

Cosmetic Export Council of

South Africa (CECOSA)

105*

Society of Cosmetic Chemists

South Africa (Coschem)

420*

South African Essential Oils 

Producers‘ Association 

(SAEOPA)  

54*

58 

SME’s



PRE-SELECTION 
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FINAL PHASE
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❖ REGULATION EC 1907/2006 OF THE EUROPEAN

PARLIAMENT AND OF THE COUNCIL of 18

December 2006 for the Registration, Evaluation,

Authorization and Restriction of Chemicals

(REACH); and Product readiness;

❖ REGULATION (EC) No 1272/2008 OF THE

EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 16 December 2008 on classification, labelling

and packaging of substances and mixtures (CLP);

and

❖ REGULATION (EC) NO 1223/2009 OF THE

EUROPEAN PARLIAMENT AND OF THE COUNCIL

of 30 November 2009 on cosmetic products



Final Questionnaires
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Regulations Total no. of

questionnaires

submitted

Total No. of questionnaires submitted 

for vegetable/essential oils

vegetable oils essential oils

REACH and CLP 14 10 7

Cosmetics 7 7 4



RESULTS

REACH GAPS
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Vegetable seed oils

❖ Based on the information provided, the tentative results indicated that all 6 

seed/vegetable oils are exempt from REACH

❖ However, more information is required to further support this result 

❖ Important: Manufacturers/ formulators of vegetable oils must still keep a

dossier proving exemption from REACH registration



RESULTS GAP ANALYSIS

Vegetable seed oils
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❖ All oils were obtained from natural sources and were not chemically modified

❖ Generally the manufacturing process for extracting the oil from the seeds  

involved a physical process such as cold-pressing and filtering

❖ Gap 1: Some SMEs did not submit a full manufacturing method



RESULTS GAP ANALYSIS

Vegetable seed oils
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❖ Annex V guidelines refer to: “fatty acids from C6 to C24”, and their potassium, 

sodium, calcium and magnesium salts’ 

❖Means that the chemical structure of the ‘fatty acids from C6 to C24, and their 

potassium, sodium, calcium and magnesium salts’ “substance cannot be 

changed”

❖ Gap 2: Missing data for the fatty acid composition/profile (C6: C24) 

- SME’s submitted partial fatty acid profile 

- No SME provided a complete fatty acid profile from C6:C24



RESULTS GAP ANALYSIS

Vegetable seed oils

22 July, 2020 47

❖ The majority of oils were found to be non-hazardous 

❖ Gap 3: some oils could not be classified due to insufficient information 

provided

❖ SME’s did not provide enough regulatory documents/test data to confirm 

that their oils were exempt from REACH registration. 



RESULTS GAP ANALYSIS

ESSENTIAL OILS
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❖ Gap 1: Several SME’s failed to identify the family, genus and species that 

they work with

- Botanical source refers to the family, genus and species of the organism from 

which the substance has been derived

- EFEO/IFRA guidelines on substance identification and sameness of Natural 

complex substances (NCS) 

❖ Gap 2: full manufacturing methods were not submitted 

- is imperative in determining if the essential oils are obtained from the same 

generic process 



CASE STUDY

Essential oils and lavender farms affected by REACH

• In 2013

• French lavender oil producers ran a successful campaign against REACH and 

CLP

• IFRA to facilitate a dialogue between the ‘supply’ chain (mainly farmers and 

essential oil producers) and EU institutions in order to facilitate a resolution

• French farmers wanted to comply

• 2 years

- Dialogue 

- Workshops were held to identify the producers needs, 

- Roadmaps of actions and deliverance on sector-specific guidelines

• Guidelines on the identification of essential oils, as natural complex 

substances (NCS) was developed.



REACH

Natural complex substances
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❖ NCSs of botanical origin are a very diverse family of substances

- used as ingredients in fragrance formulations and [directly or indirectly]

- added to cosmetic 

- other consumer products 

❖ Identification and characterization of NCSs 

- Guidance for the Identification and Naming of Substances under REACH

❖ The most common NCS’s are essential oils



REACH

Natural complex substances (NCS)
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❖ NCSs have distinguishing characteristics that make them a unique class of 

UVCBs with regards to REACH:

Example: botanical products vary in the chemical composition

- region of growth

- annual variations in climate within a region

- variations that exist naturally between species of the same family

- part of the plant

- use of different methodologies for processing: drying, cutting, expression,

extraction, distillation, fractionation, concentration, precipitation, etc



REACH

Natural complex substances (NCS)
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❖ In principle, the main parameters to characterise NCSs are: 

1. the botanical source 

2. the manufacturing process 

3. the chemical composition 



RESULTS GAP ANALYSIS

ESSENTIAL OILS
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❖ Gap 3: SME’s did not do a full GC analysis of their oils 

- Some SMEs supplied laboratory reports that were not carried out on their own 

oils

❖ Importance of GC analysis:

- In order to assess the hazards

- In order to determine if essential oils produced by different SME’s have the 

same or “similar composition”

- Identifying essential oils of “similar composition” is important for identifying 

SME’s that can form part of a “joint registration” 



JOINT REGISTRATION

Example

❖ a single UVCB registration can be
made for two or more NCSs with a
similar composition but obtained
from different botanical sources

❖ EFEO/IFRA guidelines on           
substance identification and 
sameness of Natural complex 
substances (NCS) under REACH 
and CLP
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JOINT REGISTRATION

Example

❖ a single UVCB registration can be
made for two or more NCSs with a
similar composition but obtained
from different botanical sources

❖ EFEO/IFRA guidelines on           
substance identification and 
sameness of Natural complex 
substances (NCS) under REACH 
and CLP
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REACH

Natural complex substances (NCS)
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❖ A REACH registration for NCS  requires the following: 

- Data from tests conducted with a representative quality of the NCS

- Data directly obtained on the identified constituents 

- Data indirectly obtained by read-across from data on substances related to the 

constituents and other non-test methods

❖ Industry Guidance: "Protocol for REACH Registration of Natural Complex 

Substances" (revision 2, January 7, 2009) 



RECOMMENDATIONS

Minimum testing requirements to be performed by South African laboratories:

1. Fatty acid analysis (C6-C24) to be carried out on all vegetable oils

2. A full GC analysis is required for all vegetable and essential oils at an accredited 

laboratory OR that follows Good laboratory practice (GLP)

3. Tests must be carried out on every batch

4. Testing required to obtain physical chemical data on the various oils should be 

done on a range to reduce costs and at an accredited laboratory that follows 

GLP

5. Analytical profiles of the oils are crucial if a REACH dossier is identified and the 

SME wants to join that particular registration 

REACH



RECOMMENDATIONS

REACH - Recommendation to industry to reduce costs:

1. A joint registration should be completed for each of the essential oils

2. SME’s should appoint the same OR

3. SME’s need to clearly identify the size of their company (smaller SME’s have 

reduced fees)

4. Essential oils exported should not exceed 10 tonnes (contain the costs involved) 

which includes Joint registration (keep under 10 tonnes)

5. A platform should be created to allow collaboration between co-registrants

6. Development of Guidelines for South African indigenous oils  



CLP

What is CLP?
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❖ Classification, Labelling and Packaging of substances and mixtures (EC 
1272/2008)

❖ based on the United Nations’ Globally Harmonised System (GHS)

❖ Its purpose is to ensure: 

a high level of protection of human health

protection of the environment 

Free movement of substances, mixtures and articles 



CLP

Geographical
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❖ CLP is legally binding across the Member States and directly applicable to all 
industrial sectors

❖ It requires manufacturers, importers or downstream users of substances or 
mixtures to classify, label and package their hazardous chemical products 
appropriately before placing them on the market.



CLP Legislation

What are your Obligations under the CLP Regulation as a non-EU manufacturers?

The obligation to ensure that a product is classified, labelled and packaged in accordance 
with the CLP Regulation lies with the EU-importer

However, the non-EU manufacturer of a substance or a mixture should cooperate with their 
importer to check the relevant requirements regarding the packaging and labelling of their 
product

The non-EU manufacturer should also cooperate to ensure proper hazard classification of 
the product

One of the main aims of CLP is to determine whether a substance or mixture displays 
properties that lead to a hazardous classification

22 July, 2020 61



CLP Legislation

What are hazard classes or categories?

❖ When a substance /chemical classifies as hazardous under CLP, the hazards are identified by 
assigning a hazard class or category

❖ The hazard classes in CLP cover:

1. Physical

2. Health

3. Environmental 
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CLP

Why do we need harmonised classification and labelling?
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❖ Once a substance or mixture is classified, the identified hazards must be communicated to 
other actors in the supply chain, including consumers. 

❖ Hazard labelling allows the hazard classification, with labels and safety data sheets, to be 
communicated to the user of a substance or mixture, to alert them about the presence of a 
hazard and the need to manage the associated risks.



CLP

Why do we need harmonised classification and labelling? (continued)
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❖ CLP sets detailed criteria for the labelling elements:

- pictograms, signal words and standard statements for hazard, prevention, response, 
storage and disposal, for every hazard class and category

❖ It also sets general packaging standards to ensure the safe supply of hazardous 
substances and mixtures. 

❖ The classification and labelling of certain hazardous chemicals is harmonised to ensure 
adequate risk management throughout the EU.



CLP

Why do we have Road Traffic signs?
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https://www.google.com/imgres?imgurl=http://www.eishsa.co.za/minisites/images/prohib1.gif&imgrefurl=http://www.eishsa.co.za/minisites/traffic.html&docid=q2N9uv6SA5Yq3M&tbnid=5yTlojvyKdMRpM:&vet=10ahUKEwjWscab4ublAhWDAmMBHW5KAl8QMwh1KBIwEg..i&w=663&h=752&bih=680&biw=1391&q=road%20safety%20signsin%20South%20Africa&ved=0ahUKEwjWscab4ublAhWDAmMBHW5KAl8QMwh1KBIwEg&iact=mrc&uact=8


REACH GAP ANALYSIS

Some major CLP Gaps
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❖ No SME was found to be compliant with CLP 

❖ Labels provided minimal information

❖Many labels provided did not have GHS pictograms 



REACH GAP ANALYSIS

Some major CLP Gaps
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❖ Classification of oils as hazardous in terms of CLP and exemptions to REACH 

was not possible for all SMEs’ as many did not provide SDS and full GC

❖Many Regulatory GAPS in terms of SDSs (CLP) were identified

❖ SME’s are muddling South African and EU regulations 



RECOMMENDATIONS

1. Safety data sheets that are GHS compliant for Europe and South Africa

2. GHS compliant Labels 

3. Webinars/seminars to educate SME’s on REACH, CLP, GMP and GLP

4. Webinars/seminars to educate SME’s on REACH, CLP, GMP and GLP

CLP 



WORKSHOP ACTIVITY 2

Can I use an EU SDS in South Africa and vice versa?

22 July, 2020 69



Introduction of ZA GHS 

Regulations in ZA with links to GHS   

70

• GHS regulation is translated to “ SANS 10234“ 

• For the Transport : 

• SANS 10228:2012 – The identification and classification of dangerous goods for 

transport by road and rail modes

• SANS 10231:2018 – Transport of dangerous goods by road

• SANS 10232-1:2018 – Transport of dangerous goods – Emergency information 

systems

• SANS 10232-4:2018 – Transport Emergency card



What is typical in GHS for the EU

EEA has regulations in most of its 
member states. ECHA covers the EU 
member states 

71

• The SDS needs to be created in the 

language of the country 

• Some countries have multiple languages 

• BELGIUM :  NL + FR + D

• Switzerland :  FR + D + IT 

• Each country has specific data for 

• Section 8 : OEL and BLV data

• Section 13 : For Waste management  

• Section 15 : Regulatory Information

• Some countries have local Preference 

translations for : 

• H and P statements 

• SDS Titles and Subtitles 



SDS HEADER

SDS header information 

72

1. Company Logo 

2. Name of the Product 

3. SDS name

4. Reference to the applicable 

regulation 

5. Version information 

6. Date information 

2

1
3

4

5
6



WORKSHOP ACTIVITY 3

Using the SDS provided : What information can you find in Section 1 and why 
is it important ?

July 2019 73



SDS Section 1

SECTION 1: Identification of the substance/mixture and of the company/undertaking

74

• Product Identifiers in : 

• CAS number 

• EC number 

• EC index number 

• USES need to be defined using the EU use descriptor 

system. There are “ identified uses “ and “ Uses advised 

against “ to report 

• Company information should include a general contact 

possibility (e-mail address/ website)

• Reference to an official emergency centre/person



SDS Section 2

SECTION 2: Hazards identification

75

• GHS ZA takes the complete set of 

building blocks into account

• SDS Section 2.1. (classification) can 

have additional information different 

from Section 2.2. (label information) 

• SDS ZA section 2.2. should include the 

same information as the distributed 

labels in the market for that product 



SDS section 2  

Hazard Classification

76

Hazard classification is broken into 3 main classes: 

1. Health Hazard

2. Physical Hazard

3. Environmental Hazard



SDS Section 2  

What is a hazard category?

Introduction of ZA GHS regulation  77

• It is the division of criteria within each hazard class
• For example: Hazard class flammable liquids can be 

divided into 4 categories, among which category 1 
represents the most severe hazard 



Comparison between regions

Comparison between the Physical hazard classes between ZA and EU 
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Comparison between regions

Comparison between the Health hazard classes between ZA and EU 
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Comparison between regions

Comparison between the Environmental hazard classes between ZA and EU 
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SDS Section 2

Difference between SA and EU SDS

July 2019 81

SA SDS

EU SDS



SDS Section 3

SECTION 3: Composition/information on ingredients

82

• On a ZA SDS: ZA classifications must be given for the 
components/ingredients 

• Specific Concentration limits need to be reported on the 
SDS 

• There are specific rules to respect for 
component/ingredient disclosure . The rules take into 
account the OEL information and multiple parameters 
clearly defined in the GHS and SDS regulation, including 
well defined concentration limits for dedicated 
classification end points



Health and additional hazards

Example

July 2019 83

❖ Each component and 

its concentration within 

a mixture must be 

listed

❖ Even components at a 

very low concentration 

can affect the overall 

classification of a 

mixture



Environmental hazards acute

Example
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SDS Section 4

SECTION 4: First aid measures

85

The reported information should 

include the : 

1. First Aid measures 

2. symptoms/effects when 

accidental contact happens 

3. medical advice for treatment



SDS Section 5 and 6 

SECTION 5: Firefighting measures

SECTION 6: Accidental release measures

86

Follows closely the GHS UN purple book 



SDS Section 8

SECTION 8: Exposure controls/personal protection

87

• Community OEL information is mandatory . Each country 

requires the regional OEL information for the relevant 

country to be part of the SDS 

• In South Africa there are 

• Recommended Limits

• Control limits

• Airborne pollutants

• It is recommended to show Personal Protection Equipment 

pictograms and to specify the details of the PPE to be used.



SDS Section 9

SECTION 9: Physical and chemical properties

88

• In this section, all physical and chemical data 

associated with the product must be stated

• Extra information is encouraged:

• Dust (particles)

• Flammability and Explosion data



SDS Section 10 

SECTION 10: Stability and reactivity

89

Follows closely the GHS UN purple book 



SDS Section 11 and 12

SECTION 11: Toxicological information

SECTION 12: Ecological information

90

• All health and environmental end points are 

mandatory to report on the SDS 

• All relevant information from 

components/ingredients related or causing 

the final classification should be added on 

the SDS 

• Additional information related to end point 

classification should be given as extra 

information 

• The Ozone depletion hazard is defined 

separately from the environmental hazards 

and is part of 12.5. 



SDS Section 11 and 12

SECTION 11: Toxicological information

SECTION 12: Ecological information
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SDS Section 13 

SECTION 13: Disposal considerations

Introduction of GHS regulation  92

• ZA has dedicated Waste regulations 

• Specific waste disposal methods must be 

stated in Section 13. 



SDS Section 14 

SECTION 14: Transport information

93

• In ZA , 3 transport modes can be part of the SDS : 

• SANS for Road transport 

• IMDG for Sea transport 

• IATA for Air transport 

• The Section 14 of the SDS does not replace the TEC 

(Transport emergency card)

• For hazardous products, DGD (Dangerous Goods 

Declaration) must also accompany the vehicle and load 

• Transport Pictograms have precedence on equivalent 

GHS pictograms on labels 

• It is allowed to combine Transport and GHS labels for 

transport purposes



SDS Section 15 

SECTION 15: Regulatory information

94

• The regulation is not precise on the full Section 15 mandatory content . 

Most rules are based on the minimum Regulatory defined International 

agreements

• The SDS ZA includes at minimum 

• Specific regulatory information . 

• Additional regulatory information on detergent and cosmetic 

regulations



SDS Section 16 

SECTION 16: Other information

95

• Indicate used abbreviations and acronyms 

• Refer to source information 

• Should include a clear overview of the changes compared 

with a previous SDS version 

• Must have a legal disclaimer 



Cosmetic EU Legislation

DEFINITION OF A COSMETIC

➢ Regulatory Reference for Cosmetics in the EU: EC 1223/2009

➢ Article 2 1(a): means

“any substance or mixture intended to be placed in contact with the external parts of the human 
body (epidermis, hair system, nails, lips and external genital organs) or with the teeth and the 
mucous membranes of the oral cavity with a view exclusively or mainly for:

• Cleaning them

• perfuming them, 

• changing their appearance, 

• protecting them, 

• keeping them in good condition

• correcting body odours
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Cosmetic EU Legislation

DEFINITION OF A COSMETIC

WHAT is NOT a cosmetic?

➢ a substance or mixture intended to be ingested, inhaled, injected or implanted into the 
human body shall not be considered to be a cosmetic product

➢ Nutro cosmetics are NOT cosmetics - the primary function of the cosmetic must be as per 
the allowable definition for cosmetics

➢ Biocidal Products are not cosmetics

➢ Cosmetics cannot take the form or shape of a toy
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Why the requirement for Cosmetic Regulations in the EU

• EEC – 28 Nations

• 512 Million Citizens

• 22% of the global GDP

• Ensure free movement of goods 

• Provide for a self regulated system 

• Accessibility of product Information (PIF)

• Market surveillance and reporting (RP and Authorities)

• Protecting Human Health at a high level by:

• assessment of exposure risk based 

• Applying current scientific principles and knowledge

• applying the most relevant toxicological principles
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Cosmetic EU Legislation



Cosmetic EU Legislation

WHAT IS REQUIRED?

1. Product Information File

2. Cosmetic Product Safety Report

3. Signed Safety Assessment

4. Legal appointment of a Responsible person (RP)

a. RP is LEGALLY responsible for the SAFETY and COMPLIANCE of the 
cosmetic product

b. Default RP:
I. EU Manufacturer

II. EU Importer

III. Distributor if product is changed in any way

c. RP Legally appointed
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Cosmetic EU Legislation

WHAT IS REQUIRED?

5. Registration on the CPNP: https://ec.europa.eu/growth/sectors/cosmetics/cpnp_en

a. The CPNP is accessible to:
I. Poison Centres

II. Competent Authorities

III. Responsible Person (RP)

IV. Distributors (where legal RP)
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https://ec.europa.eu/growth/sectors/cosmetics/cpnp_en


Cosmetic EU Legislation
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PIF and Safety Assessment Workshop

CHECKLIST for INFORMATION required for a PIF

• Details of Brand owner 

• Details of EU Importer 

• Details of EU distributor or re-packer 

• Details of Original Manufacturer

• Details of Responsible Person in the EU 

• Countries that product will be sold in the EU

• Details of Safety Assessor for the EU

• Formulation
• Exact % of each chemical in the cosmetic product 

• Frame Formulation
• Formulation and function of each ingredient



PIF and Safety Assessment Workshop

CHECKLIST for INFORMATION required for a PIF

• Physical and Chemical of individual ingredients
• Solubility

• Particle size

• pH

• Nano?

• Contaminants

• Heavy metals

• Supplier SDS's

• Technical Data sheets or Certificates of Analyses:

• GLP analyses

• GMP statement



PIF and Safety Assessment Workshop

CHECKLIST for INFORMATION required for a PIF

• Source of Raw Material/Ingredient
• Botanical

• Animal

• Mineral

• Biotechnology

• Supplier SDS's

• Technical Data sheets or Certificates of Analyses:

• GLP analyses

• GMP statement



PIF and Safety Assessment Workshop

CHECKLIST for INFORMATION required for a PIF

• Cosmetic Product Information
• Brand;

• Product Name;

• Product Code;

• Formula code and Name;

• Use instructions;

• User group/s: Adult, Baby, Children (Age range), elderly

• Foreseeable uses;

• Recommended warnings;

• User group – consumer, professional, industrial;



PIF and Safety Assessment Workshop

CHECKLIST for INFORMATION required for a PIF

• Cosmetic Product Information
• Physical form (Solid, emulsion, aerosol, liquid, liquid with different phases, gas);

• Homogeneity and stability; 

• pH of final formulation;

• Viscosity;

• UVA, UVB tests results if sun protection formula;

• If solid powder, particle size distribution, inhalable fraction;

• If a sprayed formulation, a description of the droplet size, density;

• Any further physical and chemical properties if relevant for safety evaluation;

• Complete Challenge tests for formula;

• Complete stability testing or in process with interim report suggesting self-life period based 
on testing regime;

• Microbiology testing protocol for final product must be provided



PIF and Safety Assessment Workshop

CHECKLIST for INFORMATION required for a PIF

• Cosmetic Product Packaging
• Food grade certificate for each component of the packaging – if not available, leach test for 

each component as per a recognised food packaging standard method;

• Complete stability tests for using exact formula in the exact packaging to be placed on the 
EU market; Any changes to formula require a new stability test;

• Exact excerpt/description/photos of all labels and wording (PDF);

• Photos of all packaging parts;

• Net Weight/volume as defined by EU regulation and E-mark if applicable complying with 
EC:76/21, 

• Volume of packaging (empty)



PIF and Safety Assessment Workshop

CHECKLIST for INFORMATION required for a PIF

• Non-animal testing declaration

• Market Surveillance Report

• Claims/advertising
• Any reference to healing must be accompanied by a medico-clinical trial;

• Any claims must be accompanied by the necessary test reports to substantiate the claim

• Legal claims e.g. this product complies with EU regulations is not allowed.

• Claim must be truthful;

• Relevant evidential support required for claims;

• Claims should be honest – example if a claimed is based on a combined use with another 
product in the range this should be specified;

• No claim can be made that a sunscreen 100 % protection from UV radiation (such as 
‘sunblock’, ‘sunblocker’ or ‘total protection’;



PIF and Safety Assessment Workshop

CHECKLIST for INFORMATION required for a PIF

• Claims/advertising
• Sun protection level must be determined using standardised, reproducible test methods;

• Claims should be fair – should be objective and should not unfairly criticize ingredients e.g. 
does not contain parabens;

• Claims should be clear and understandable;

• Market data may be a legitimate source in order to substantiate a claim (e.g. “best seller in 
France” – must be substantiated by sales data for the are specified). 

• Validity of consumer questionnaires must be demonstrated in terms of being clear and well 
understood by participants must be. A report should be made available that clearly 
identifies the product that was surveyed.

• The term hypoallergenic must be substantiated with robust statistically, reliable, scientific 
user information and the product may not contain any allergens that have been identified 
in legislation, classified under GHS/CLP, reported as allergens/sensitizers by the SCCS or any 
other official risk assessment committee, generally recognised;



PIF and Safety Assessment Workshop

FRAME FORMULA



PIF and Safety Assessment Workshop

CALCULATING MARGIN OF SAFETY



PIF and Safety Assessment Workshop

CALCULATING EXPOSURE TO A SUBSTANCE



PIF and Safety Assessment Workshop

CALCULATING MARGIN OF SAFETY



PIF and Safety Assessment Workshop

SAFETY ASSESSMENT



PIF and Safety Assessment Workshop

PIF CONTENT



Cosmetic EU Legislation
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Regulatory Process



Cosmetic EU Legislation

WHAT IS REQUIRED? Guidelines to be followed:

1. Independent non-food scientific Committees:

a. Scientific Committee on Consumer Safety (SCCS) 

b. Scientific Committee on Health, Environmental and Emerging Risks (SCHEER) 

2. SCCS Notes of Guidance (NoG – latest: Rev 10)

3. SCCS opinions

4. Proven Scientific approaches

5. The European Food Safety Authority (EFSA)

6. The European Medicine Agency (EMA)

7. The European Centre for disease Prevention and Control (ECDC)

8. The European Chemical Agency (ECHA)
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Cosmetic EU Legislation

WHAT IS SAFE?

Section 9 of the regulation states: 

“Cosmetic products should be safe under normal or reasonably foreseeable conditions of 
use. In particular, a risk-benefit reasoning should not justify a risk to human health.” The 
safety risk is assessed by looking at:
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Cosmetic EU Legislation

FAQs and GUIDANCE

• Testing ban on animals for FINISHED COSMETICS?

• 11 Sep 2004

• Testing ban on ingredients

• 11 March 2009

• What is a Borderline Product?

• Is an item of clothing that releases a substance onto the skin a cosmetic?

• Is a patch a cosmetic product?

• Is a washable tattoo a cosmetic?

• Is a toothpaste a cosmetic?

• Is a seed oil which is placed directly on the skin a cosmetic?

• Is a wipe a cosmetic?
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Cosmetic EU Legislation

FAQs and GUIDANCE

• What is a Borderline Product?

• Is a wet razor that releases a substance a cosmetic?

• What is the definition of food in the EU?
• any substance or product, whether processed, partially processed or unprocessed, 

intended to be, or reasonably expected to be ingested by humans.

• Bath products for children with a play value?
• What is the main purpose? Toy or cosmetic?

• Is an essential oil that is intended to be inhaled a cosmetic?
• definition of cosmetic products covers "any substance or mixture intended to be placed 

in contact with the external parts of the human body (epidermis, hair system, nails, lips 
and external genital organs) or with the teeth and the mucous membranes of the oral 
cavity so inhalation is NOT covered

22 July, 2020 120



Cosmetic EU Legislation

FAQs and GUIDANCE

• What is a Borderline Product?

• Is a leave on product which according to its presentation an 
antiseptic/antibacterial a cosmetic product?
• A product which presents itself as “antiseptic” or “antibacterial” may be a biocidal 

product, a cosmetic product, a medicinal product or a medical device

• Treating or preventing disease 

• Case-by-case basis

REFER TO THE MANUAL OF THE WORKING GROUP ON COSMETIC PRODUCTS (SUB-
GROUP ON BORDERLINE PRODUCTS) ON THE SCOPE OF APPLICATION OF THE 
COSMETICS
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Cosmetic EU Legislation

FAQs and GUIDANCE

• Who needs to register the product on the CPNP?

• The RP which by default is:
• EU Manufacturer

• EU Importer

• Distributor if product is changed in any way e.g. re-packed

• Alternatively, a company selling cosmetics in the EU may legally appoint an 
INDEPENDENT RP;
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RESULTS GAP ANALYSIS

COSMETICS
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❖ Gap 1: No evidence that the EU cosmetic regulatory requirements were 

taken into account prior to the formulation and during the planning 

❖ Gap 2: Full manufacturing methods were not submitted and evidence of 

GMP 

❖ Gap 3: Detailed use instructions on labels were not available

❖ Gap 4: Detailed description of the application 
o Where the product is to be applied
o How it is to be applied
o What sector of the population is it intended for (babies, children, adults, aged-adults)
o Foreseeable uses



RESULTS GAP ANALYSIS

COSMETICS
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❖ Gap 5: Non-animal testing data not supplied for raw materials or 

products

❖ Gap 6: Description and Method of manufacturing according to GMP not 

supplied

❖ Gap 7: Detailed precautions were not supplied on labels;

❖ Gap 8: Details of allergens in ingredient list not provided on the labels 

that were provided



RESULTS GAP ANALYSIS

COSMETICS
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❖ Gap 9: Correct INCI names in correct order for the labels

❖ Gap 10: Net weight/volume and correct spacing not correct on the labels 

that were provided

❖ Gap 11: Ongoing market surveillance reports
o complaints
o Compliments
o adverse effects
o medical report for adverse effects 

❖ Gap 12: use of REACH registered raw materials 



RESULTS GAP ANALYSIS

COSMETICS
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❖ Gap 13: Claims on labels are made as part of the description of the 

product/s with no supporting clinical/market trials
o Medical clinical trials required for any references to healing
o Claims must be substantiated by test reports
o Legal claims e.g. this product complies with EU regulations is not allowed
o Claim must be truthful
o Claims should be honest – e.g. claim based on a combined use with another product 

in the range this should be specified
o No claim can be made that a sunscreen 100 % protection from UV radiation (such as 

‘sunblock’, ‘sunblocker’ or ‘total protection’;
o Sun protection level must be determined using standardised, reproducible test 

methods
o Claims should be fair –should not unfairly criticize ingredients e.g. does not contain 

parabens;



RESULTS GAP ANALYSIS

COSMETICS
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❖ Gap 13 cont: Claims on labels are made as part of the description of the 

product/s with no supporting clinical/market trials
o Claims should be clear and understandable;
o Market data required to substantiate a claim e.g. “best seller in France” – must be 

substantiated by sales data for the are specified
o Validity of consumer questionnaires must be demonstrated in terms of being clear 

and well understood by participants must be. A report should be made available that 
clearly identifies the product that was surveyed.

o The term hypoallergenic cannot be used unless substantiated by scientific user 
information and the product may not contain any allergens that have been identified 
in legislation, classified under GHS/CLP, reported as allergens/sensitizers by the SCCS 
or any other official risk assessment committee, generally recognised

❖ Gap 14: Claims made by using product names that border on medicinal 

claims



RESULTS GAP ANALYSIS

COSMETICS
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❖ Gap 15: Raw Material Analyses were copied and summarised on supplier 

COA’s
o no reference to the performing laboratory
o no refence to a qualified signatory
o no reference to accreditation or GLP

❖ Gap 16: Raw Material Detailed information
o Require detailed component information
o Frame formulations
o Exact formula content down to substance level
o Non-compliant SDS for raw materials
o Limited storage condition information



RESULTS GAP ANALYSIS

COSMETICS
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❖ Gap 17: PIFs and Safety Assessments
o Except for 3 submissions
o no refence to a qualified signatory
o no reference to accreditation or GLP

❖ Gap 18: Packaging Information
o No food grade packaging used
o If not food grade, no leach testing provided
o Details of all components of packaging not available



RECOMMENDATIONS

COSMETICS

1. Develop an action plan to provide Industry with a set of guideline 

documents for the regulatory requirements for the EU.

2. Provide a “knowledge database” to industry of available expertise in South 

Africa  

3. Provide industry with guideline documents for the safe use levels of 

indigenous oils in cosmetic products as per the product types listed by the  

SCCS notes of guidance (NoG)

4. The use of REACH registered raw materials. 

5. Ensure that suppliers of raw materials are able to provide the level of 

information that will be required for the Safety assessment

6. Availability of an non-animal testing declaration for all raw materials and 

final product 

7. All analyses are declared to have been conducted according to EU 

regulatory requirements and were conducted according to GLP;



RECOMMENDATIONS

COSMETICS

8. All necessary physical and chemical test have been conducted or are available 

for the final product;

9. Microbiological testing including challenge tests available for the final product 

formulation;

10. Stability tests available under variable conditions to determine shelf life as per 

EU requirements has been conducted for the exact formulation (no substitution 

of raw materials, if so, then test must be repeated. This applies to all testing 

conducted on the final product);

11. Sourcing of food grade packaging (all components);

12. Manufacture of product according to the principles of GMP;

13. Be sure to identify all components/substances for all the raw materials

14. Identify all preservatives, additives and impurities



RECOMMENDATIONS

COSMETICS

15. Microbiological testing of raw materials and final product including challenge 

tests;

16. Additional information required for natural ingredients 

17. Frame formulation (% of each raw material and the intended use in the)

18. Exact % of each chemical in the cosmetic product (Formulation)  

19. All claims are supported by either clinical or market data. 

20. Keep an ongoing market surveillance report



TEA BREAK 

22 July, 2020 133



DEVELOPING COUNTRIES

Brazil
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❖ In Brazil the Health Regulatory Agency (ANVISA) is an autarchy linked to the

Ministry of Health, part of the Brazilian National Health system (SUS)

❖ ANVISA acts as the coordinator of the Brazilian Health Regulatory System

(SNVS)
❖ ANVISA’s role is to promote the protection of the population’s health by

implementing sanitary control of the production, marketing and use of products and
services subject to:

- Health regulation

- Processes

- Ingredients and technologies

- Control in ports

- Control in airports

- Control at borders



DEVELOPING COUNTRIES

Brazil
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❖ “Pre-market approval” : is the legal act that recognizes the suitability of a 

product to the Brazilian sanitary regulation, and it is issued by ANIVISA 

❖ Pre-market approval is a control measure only for the categories of products 

that are considered to be of greatest health risk

❖ Pre-market approvals are published in the Official Gazette

❖ Once pre-market approval is published in the official gazette for a product, 

this publication can be used as proof from ANVISA, as an exemption from 

having to submit further documentation such as certificates and declarations 

and the product can be freely marketed in the Brazilian territory



DEVELOPING COUNTRIES

Brazil- Foreign companies 
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❖ Like the REACH regulation in the EU, in Brazil foreign companies cannot make 

administrative arrangements for issuing of pre-market approvals directly from 

ANIVISA

❖ Foreign companies must have partner companies legally constituted in Brazil 

that will be legally responsible for the products imported to and distributed in 

the Brazilian territory, very similar to the role of the Only representative in the 

EU.



DEVELOPING COUNTRIES

Brazil
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2010 2012 2015 2016

Recognised as a National Regulatory 

Authority of Regional Reference by 

the Pan American Health 

Organization 



DEVELOPING COUNTRIES

Brazil
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2010 2012 2015 2016

Recognised as a National Regulatory 

Authority of Regional Reference by 

the Pan American Health 

Organization 

Co-founds the International 

Medical Device Regulators Forum 

(IMDRF) 



DEVELOPING COUNTRIES

Brazil
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2010 2012 2015 2016

Recognised as a National Regulatory 

Authority of Regional Reference by 

the Pan American Health 

Organization 

Co-founds the International 

Medical Device Regulators Forum 

(IMDRF) 

Controls performed by ANVISA 

for pharmaceutical ingredients 

are recognised as equivalent to 

those of the European community

Member of the 

International 

Cooperation on 

Cosmetics Regulation 

(ICCR)



DEVELOPING COUNTRIES

Brazil
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2010 2012 2015 2016

Recognised as a National Regulatory 

Authority of Regional Reference by 

the Pan American Health 

Organization 

Co-founds the International 

Medical Device Regulators Forum 

(IMDRF) 

Controls performed by ANVISA 

for pharmaceutical ingredients 

are recognised as equivalent to 

those of the European community

Member of the 

International 

Cooperation on 

Cosmetics Regulation 

(ICCR)

member of the International 

Council for Harmonisation of 

Technical Requirements for 

Pharmaceuticals for Human 

Use (ICH)



DEVELOPING COUNTRIES

India
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❖ The regulations and legislations for chemicals management in India are not at 

the level of European regulations such as REACH

❖ Formal and informal Chemical industry is very strong in India

❖ India’s fragmented Chemical industry is what drives legislation



DEVELOPING COUNTRIES

India
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❖ India is reluctant to participant in most international treaties

❖ Locally India’s chemical industry operates outside of global standards

❖ There is no centralised REACH body to monitor REACH preparedness, instead 

have many ministries such as:

- Ministries of Chemicals and Fertilizers, 

- Ministry of Commerce and 

- Ministry of Environment & Forests issues guidelines related to environment, 

etc



DEVELOPING COUNTRIES

India
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❖Ministry of Commerce supports the REACH-compliance needs of Indian

Chemical companies through CHEMEXCIL REACH-Help desk

❖ Confederation of Indian Industry (CII) along with Sustainability Support 

Services (SSS) Europe also provides REACH Support through their Help desk, 

for Indian companies

https://www.google.com/imgres?imgurl=https://chemexcil.in/images/images/logo.jpg&imgrefurl=https://chemexcil.in/&docid=vmDnR1oTE5kRrM&tbnid=GCrLSmdFzHt5XM:&vet=10ahUKEwjRuNTsg-zlAhXr6eAKHV51DugQMwg8KAAwAA..i&w=354&h=117&bih=680&biw=1391&q=Chemexcil&ved=0ahUKEwjRuNTsg-zlAhXr6eAKHV51DugQMwg8KAAwAA&iact=mrc&uact=8


DEVELOPING COUNTRIES

CHEMEXCIL
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❖ Basic Chemicals, Cosmetics & Dyes Export Promotion Council popularly known

as CHEMEXCIL

❖ Founded by the Ministry of Commerce & Industry Government of India in 1963

❖ >4000 members

❖Website: Make trade enquiries and view trade enquiries

https://www.google.com/imgres?imgurl=https://chemexcil.in/images/images/logo.jpg&imgrefurl=https://chemexcil.in/&docid=vmDnR1oTE5kRrM&tbnid=GCrLSmdFzHt5XM:&vet=10ahUKEwjRuNTsg-zlAhXr6eAKHV51DugQMwg8KAAwAA..i&w=354&h=117&bih=680&biw=1391&q=Chemexcil&ved=0ahUKEwjRuNTsg-zlAhXr6eAKHV51DugQMwg8KAAwAA&iact=mrc&uact=8


DEVELOPING COUNTRIES

CHEMEXCIL
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❖ Objective promote exports from India to various countries abroad.

- Panel I: Dyes and dye intermediates

- Panel II: Basic inorganic and organic chemicals, including Agrochemicals

- Panel III: Cosmetics, Soaps, Toiletries & Essential Oils

- Panel IV : Specialty Chemicals, Lubricants and Castor oil
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TAKE HOME

Benefits of REACH and CLP in developing countries
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❖ Regulation of hazardous chemicals should not be viewed as a rich country’s 

luxury imposed on low income exporters. 

❖ Businesses will gain access to crucial information about the effects of their 

products and the materials and substances they use:

• this will help them to identify and adopt safer alternatives, 

• avoid future liability for damages

❖ Public health will be improved by better information and appropriate limits on 

chemical exposures. 
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❖ Goldman and Tran, 2002 prepared a report to the 

World Bank: toxic chemicals are a significant and 

growing threat to health among the poor in 

developing countries

❖ Toxic exposures, 

❖ Chronic diseases are increasing in developing 

countries and are expected to exceed the burden 
from infectious disease by 2020



CONCLUSION
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❖Workers will benefit

❖ Compliance with REACH will also facilitate developing countries’ efforts to

create domestic systems for sound chemicals management (Gärtner et al.,

2003)



GHS regulatory support  

Don’t Worry , Be happy : there are consultants and supporting software in the market 
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