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. GHS IMPLEMENTATION




Costa Rica implemented GHS by Decree 40457-S approving RTCR
481:2015 “Chemical Products. Hazardous Chemical Products.
Labelling”.

Costa Rica adopted 6" Revision of the United Nations Globally
Harmonized System of Classification and Labelling of Chemicals.

Additional Requirements

Labelling:

*  “In case of intoxication see a physician and provide this label”
+  “Keep out of children’s reach”

* Include phone number of the National Center of Intoxications

«  Supplemental label: if the label of the chemical is in a
language other than Spanish then include a supplemental
label in Spanish.

Mandatory since December 2017.
Transitional Period: Five-year period

By December 30, 2022, products must comply with GHS
classification, label, and SDS.



2. REGISTRATION

« Technical Regulation RTCR 478:2015 “Hazardous Chemical Products. Registration, Imports and Control.”
« It's effective since May 3, 2018. This regulation was approved by Decree 40705-S.

Purpose
to establish the requirements and procedures to register and import hazardous chemical substances to
protect human health and the environment.

Registration

approval by the Ministry of Health as prior requirement to import o distribute a hazardous chemical product
(substances and mixtures), once the chemicals have been evaluated regarding their danger (classification),
label and specific uses.




What is covered by the
regulation?
RTCR 478:2015

CHEMICAL
MANAGEMENT

Hazardous Chemicals

Non-Hazardous Chemicals

Consumer Products — finished products

Industrial Products — raw materials — unfinished
products




CHEMICAL
MANAGEMENT

Production — Processing
chemicals (substances and
mixtures)

Storage

Use at the Workplace

Use - Consumer Products
Distribution

Retail

Transportation




REGISTRATION

: REQUIREMENTS

State product use

Application

Legal presentative
Applicant-broker

Chemical name

Classification of chemical — GHS
Label

Safety Data Sheet

Toxicological information
Formula — Components and CAS#
Name of manufacturer

Name of distributors
Responsible technician

Fee payment (no fee for raw materials)




HOW IS THE REGISTRATION DONE?
COSTA RICA USES AN INTERNET PLATFORM IS CALLED “REGISTRELO”
AND IS MANDATORY
WWW.REGISTRELO.GO.CR
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REGISTRATION:
RENEWALS — AMENDMENTS

The registrations already done need renewals and these need to comply with Requirement of RTCR 478:2015 “Hazardous Chemical
Products. Registration, Imports and Control.”

Raw chemicals: no payment for registration

Finished product: hazardous chemical manufactured product that is for consumption or to be used by another entity.

New chemical:
When there is a change in the hazard classification is considered a new chemical. must apply for a new registration.

Can a producer or importer use the same registry for several chemicals? Yes
Section 7.1.7 of the regulation provides the cases in which the same registry may be used for several products and this is when
the products comply with the same characteristics as long as the use does not change and they are:

Dilutions of same product; different concentrations, with same CAS number and hazardous classification doesn’t change.
Products of the same company: same composition but different commercial name

A kit of products

A Family of products




3. NOTIFICATION

REQUIREMENTS FOR
NOTIFICATION

Application — “Registrelo” (company’s
name)

Legal representative

Cas Number

NO CAS No.? SDS

Name of chemical

Label

Manufacturer

Responsible technician

Non-Hazardous Chemicals
Notification (not registration)
No fee is required

If after new studies is found that the
product is classified as hazardous then the
product must be registered.




Concept or Service Regulation Duration

Registry or Renewal of hazardous 40769-S 5 years
chemicals
Notification of chemical products 42061-S 5 years

(raw materials -unfinished products)

Notification of non-hazardous 40705-S Do not expire
chemical products*

FOR HOW LONG REGISTRATION OR NOTIFICATION IS
VALID?




*  Pharmaceuticals
+ Cosmetics

* Food Additives

*  Pesticides: domestic and industrial use.

WHAT IS NOT COVERED - Fertilizers: domestic use
BY THE REGULATION ON

* Narcotics and Psychotropics
REGISTRATION OF
CHEMICALS? * Hygiene products -RTCA of 2007 Registration of Hygiene

Products

* Veterinarian products

* Others




COSTA RICA: CHEMICAL REGULATIONS

RTCR 478:2015 will be applied along with the regulations that are already enacted in specific
chemical substances or products mostly Decrees concerning for example:

Use of aerosols included in the Montreal Protocol
Use of led and mercury in paints
Controlled use of asbestos

Pyrotechnic materials
Others: RTCA- Central American Technical Regulations an economic bloc that Costa Rica

is part of and that I'll explain a little bit later in this presentation.
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4. COSTA RICA: CENTRAL AMERICA
REGULATIONS

SIECA — TRADE BLOC
Costa Rica is part of the Secretariat for Central American Economic Integration (SIECA, per Spanish
acronym). SIECA is the technical and administrative body of the central American Economic

Integration Process. One of their functions is to enact Resolutions that country members must
adopt into their national regulatory framework

* The country members are:
. Costa Rica
El Salvador
Guatemala
Honduras
Nicaragua
Panama




CHEMICAL
REGULATIONS:

COSMETICS

Costa Rica adopts the Resolutions issued by the Central
American Economic Integration by Executive Decrees
for example:

Cosmetics

Costa Rica issued Decree 35031 of 2008 approving and
incorporating into their regulatory framework the
Central American Technical Regulations:

= RTCA 71.03.49.08 Cosmetic Products. Good
Manufacturing Practices.

= RTCA 71.01.35:06 Cosmetic Products. Registration
and Notification of Cosmetic Products.

= RTCA 71.03.36:07 Cosmetic Products. Labelling.

= RTCA 71.03.45:07 Cosmetic Products. Quality
Surveillance.



For Food Additives

Costa Rica in Decree 37294 of 2012 approved:

RTCA 67.04.54:10 Processed Food and Beverages. Food
Additives.

For Pesticides
Costa Rica in Decree 36630 adopted:
RTCA 65.03.44:07 Pesticides. Registration

Other chemical products/substances
—— Decree 24334. Led and Mercury in Paints

—— Decree 24715. Land transportation of Hazardous
Products.

— Decree 25056. Products with asbestos




COSTA RICA:
INTERNATIONAL
CONVENTIONS

Minamata
Convention

Rotterdam
Convention

Montreal
Protocol

Paris
Agreement

Stockholm
Convention

Basel
Convention




NEXT STEPS IN CHEMICAL MANAGEMENT




THANK YOU

Cristina Caro
International Regulatory Attorney

Cristina.carotovar@gmail.com

July 2021 7 S
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