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Background

Decree 57

Promulgated on 26 November 2019

Officially published on 09 February 2021

Regulation for Classification, Labeling and Notification of
hazardous chemical substances and mixtures

“Reglamento de clasificacion, etiquetado y notificacion de sustancias quimicas y mezclas peligrosas”

http://bcn.cl/2nluj

Cooperation between the Ministry of Health and Environment

6P


http://bcn.cl/2nluj

Contents

DIARIO OFICIAL | It is considered to be a long regulation!

SECCION

Ministerio del Interior y Seguridad Péblica

LEYES, REGLAMENTOS, DECRETOS Y RESOLUCIONES DE ORDEN GENERAL

Ném. 82.876 | Martes 9 de Febrero de 2021 | Pigina | de 103

S Objective = National Chemical Regulation + GHS standards

MINISTERIO DE SALUD

Subsecretaria de Salud Piblica

APRUEBA REGLAMENTO DE CLASIFICACION, ETIQUETADO Y NOTIFICACION DE

SUSTANCIAS QUIMICAS Y MEZCLAS PELIGROSAS

Niim. 57.- Santiago, 26 de noviembre de 2019 Itle I” 5 I az ard Crlte r I a

Visto: .
articulos 17 2°, 3°, 90" y 92°, del Cédigo S aprobado por decreto con fuerza de ley N° 725,
de 1967, del Miniss p de Salud; en los articulos 4°, 6 y 7* del decreto con fuerza de ley N° 1. d - - - - -

o
Provisions Classification
Medio Ambiente; ¢l decreto supremo N° |, de 2013, del Ministerio del Medio Ambiente. que aprueba
19 delaC alo

Title I: General Title Il: Hazard e .
2003, del Minist ud. que fijs el texto refundido, coordinado y mm.-_.mm.umJmm'u:? fo r CI as S If I C at I O n Of

Considerando:

&

lecuado de las sustancias quimicas y mezclas
caciGa comiin y efectiva de los peligros asociados @ ellas, de maners
y seguridad de las personas que las manipulan, fabrican, importan, transportan
usan, distribuyen y/o almacenan, de proteger las condiciones naturales del medio ambiente,
peligro intrinseco de dichos productos.

¥ prevenir

ALVOS que pue

5, resulta necesario protoges los derechod de Ios constiridarés 68 cuaSto 4 ser I t I e IV- S af et L ab e I
ezclas peligrosas asociado  la sahud de las personas y Ia I 0 I n
eccion del medio amb

e L UL ARG -, Title V: Safety Data Title VI: Notification of
o o e e s s S O of Substances
P AR SR O SR R TR S h eets Hazar d Su b stances

la Organizacién de las Naciones Unidas ha desarrollado eriterios armonizados de clasificacion y -
ctiquitado de pepducion quisticos. dands Hgar al Sistemd Vlobalmente Avmonizado de Clasiisackin an M I Xt ures

v Etiquetado de Productos Qu nte “GHS™, por sus sigl
Que, para facilitar el comercio intenacional de sustancias quimicas y mezelas peligrosas se
s de clasificacion y etiquetado de armonizacion mundial

Que,
informados d

Simiss

requiere de

que Estratégico para la Gestién
Dubdi el 6 de febrero de
a en septiembre de 2(

Que, el presente reglamento contribaye al cumplimiento del E
de los Productos Quimicos a Nivel Intemacional (SAICM), adoptado er
v al cumplimiento de ka Politica Nacional de Seg

sidad Quimica, aprob
el Consejo de Ministros para la Sustentsbilidad

Decreto:

Articulo primero: Apruéhese ¢
de sustancias quimicas

Title VII: Risk Title VII: Oversight and

Lot

Assessment Sanctions

etiquetado, notificacién y evaluacion de riesgo de sustancias y mezclas peligrosas. que debe
los fabricantes ¢ importadores de ellas, con el fin de proteger la salud b

n cumplis
imana y ¢l medio ar nike.
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Scope & Exceptions

Hazardous substances and mixtures,
which are not regulated by special
regulations:

e Classification
 Labeling
* Notification

Nuclear substances
Intermediaries
Substances in warehouses

Substances used in scientific research
and development

Pharmaceutical, veterinary, cosmetic,
and fertilizer products

Substances contained in Articles
Food products

o
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Hazard Classification (1/3)

Official list of classification of substances
B

Tentdarra b ChES

SUBSECRETARIA DE SALUD PUBLICA
DIVISIOM DE POLITICAS PUBLICAS SALUDABLES ¥ PROMOCION
DEPARTAMENTO DE SALUD AMBIENTAL

LISTADD OFWCLA] OF CI ASIEICACICM DF S1 JSTAMCLAS

Resolution 777

on August 2021

Nombre quimico

propilisaxazolidin- 4-
ilidenmetinfenil)propoxicar

bo-nilmetilenaminojacetato
de pro-pila

M.o CAS

Clasificacion

Clasificacion

Codigos de clase y
categoria de peligro

Codigos de
indicaciones de
eligro

Limites de
concentracion
especificos y
factores M

Motas

([ -(3-
Trimetilamoniopropil)jsul-
famil)metilsulfonatoftaloc
anina- tojcobre (11) de sodio

124719-24-0

Eye Dam. 1

H31E

This list
* Allows additional classes to NCh. 382/2004

 Works as a minimum classification
reference

» Less restrictive categories need to submit
documents to the Ministry of Health

« Manufacturers and importers must keep
iInformation updated (within 6 months)

|dentify, classify, and label the substances according to their hazardous prior to

marketing or use, regardless of quantity imported or manufactured!


https://www.bcn.cl/leychile/navegar?idNorma=1164063

Hazard Classification (2/3)

Hazard |
Classification

o

Main
Alternative

Cutoff values

Not agree with the | Is your classification :
official classification !_ less restrictive? |

[ — — — —

Use the List of
Classification

Perform classification
according to Decree 57 criteria

More restrictive class
and category are
accepted automatically

Submit further documents
to the Ministry of Health

Evaluation within
90 business days




'Hazard Classification (3/3)

impurity

Hazard Class

Cutoff Value

Acute toxicity =21,0%
Skin corrosion/ irritation =1,0%
Serious eye damage / eye irritation =1,0%
Respiratory/ skin sensitization =>0,1%
Germ cell mutagenicity: Category 1 20,1%
Germ cell mutagenicity: Category 2 =1,0%
Carcinogenicity =20,1%
Reproductive toxicity =20,1%
Specifictarget organ toxicity (single exposure) >1,0%
Specifictarget organ toxicity (multiple exposure) =1,0%
Aspiration hazard: category 1 >21,0%
Aspiration hazard: category 2 >21,0%
Toxicity to the aquatic environment =>1,0%

expressed in percentage by weight, except for gasogenous mixtures (by volume)

P




Hazard Classification Criteria

# Hazard class Article
1 Explosives Arts. 23 - 29
2 Flammable gases Arts. 30 - 32
3 Aerosols Arts. 33 - 34
4 Oxidizing gases Art. 35
5 Pressurized gases Art. 36
6 Flammable liquids Arts. 37 - 40
7 Flammable solids Arts. 41 - 43
- 8 Spontaneously reacting substances and mixtures Arts. 44 - 49
PhySICaI 9 Pyrophoric liquids Arts. 50 - 51
10 Pyrophoric solids Arts. 52 - 53
11 Substances and mixtures under spontaneous heating Arts. 54 - 58 P arti a”
28 12 substances which, in contact with water, emit flammable gases Arts. 59 - 63 _ y
» 13 Oxidizing liquids Arts. 64 - 65 aligned
hazard 14 Oxidizing solids Arts. 66 - 68 :
15 Organic peroxides Arts. 69 - 73 with GHS
classes ) . .
16 Corrosive substances and mixtures for metals Arts. 74 - 75 7 revision
17 Acute toxicity Arts. 76 - 87
Health 18 Skin corrosion or irritation Arts. 88 - 100
19 Serious eye injury or eye irritation Arts. 101 - 112
20 Respiratory or skin sensitization Arts. 113 - 139
m 21 Germ cell mutagenicity Arts. 140 - 145
[T ‘ 22 Carcinogenicity Arts. 146 - 155
23 Reproductive toxicity Arts. 156 - 178
. n 24 Target organ specific toxicity — single exposure Arts. 179 - 194
n @ 25 Target organ specific toxicity — multiple exposure Arts. 195 - 206
. 26 Aspiration hazard Arts. 207 - 214
Environmental 27 Hazards for the aquatic environment Arts. 215 - 241
28 Hazards for the ozone layer Arts. 242 - 243
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1
- Labeling (1/2)

Labels must clearly and visibly include

« Manufacturer or importer identification
* Product identifiers

» Hazard pictogram(s)

« Signal word

 Hazard statements

- Appropriate precautionary statements

« Nominal quantity of the substance The supplier, manufacturer, or importers may decide
the order in which the hazard statements and
precautionary statements appears on the label

o

« Toxicological center (24/7 service) in Chile



Labeling (2/2)

Labels must be

« firmly attached or printed in the container (indelibly)
 the color used should prevail the contrast of hazard pictograms

 text should stand out from the background

: : Minimum label Minimum pictogram side
Container size ) ) :
surface (cm<) dimension (cm)

<50 ml Not applicable 0,5x0,5

=250and <125ml Not applicable 0,5x0,5

=125 mland < 250 ml 25 Not lessthan 1,0x 1,0
2250mland <1L 50 Not lessthan 1,5x 1,5
21Land<5L 100 Not lessthan 2,0x 2,0
=25Land <50L 200 Not lessthan 2,5 x 2,5
=250L and <500L 400 Atleast3,5x 3,5

>500L 600 At least6,0x 6,0




L2

Safety Data Sheet

1) Identification of the substance or mixture and of the company or company;,
2) Identification of the hazard(s);

3) Composition/ information on ingredients; Manufacturers
4) First aid; Importers
5) Fire fighting measures;

6) Measures to be taken in the event of accidental spillage / spillage;

7) Handling and storage;

Updates

8) Exposure controls / personal protection;
9) Physical and chemical properties;

10) Stability and reactivity;

11) Toxicological information;

12) Ecotoxicological information;

13) Information regarding the disposal of the substance or mixture; Toxicological
14) Information regarding transportation; Center

15) Regulatory information;

16) Other information.



Notification (1/3)

Who?

All manufacturers and importers
dealing with hazard substances
over 1 ton per year

How?

Through the Environmental
Authority Portal

{http://plataformasqgi.mma.gob.cl}

What?

All hazard substances
and mixtures

Substances in mixtures only
when above the threshold

When?
Before August 30, 2024
Every two years!




Notification (2/3)

Which information?

 Notifier information
 Name, address, phone, and email of the notifier
 Name, address, phone, and email from the legal representative
 Name, address, phone, and email of the contact person
« Manufacturers must indicate the address of the manufacturing plant

« Data about the substance

« Substance names (IUPAC, commercial, common, etc.)

« CAS number
Hazard classification (with hazard class and category)
Manufactured or imported amounts per year (expressed in mass)
Substance intended uses
Attach the substance SDS




Notification (3/3)

QLALN .
L New Regulation
15t notification Notification Platform Ministry of (December 31)
(August 30, 2024) Environment
~/ \—\ ———————————— \
( -
QX ¢ Y / ™ All substances notified |
NoAS 587/) after August 30, 2024 |
> 1 : :
U O wN e e s — - National Chemical
“New Chemical” Inventory

Chemicals submitted
for Notification

K



Risk Assessment

Present a resolution determining
* Modalities & Technical Criteria
 Ciriteria for choosing which
substances undergo the
risk assessment

» Further requirements

Still have to be defined
by the Ministry of Health
and Environment

Risk
Assessment

The Miniseries have
18 months to present
such resolution

This deadline ends
on August 9, 2022

K



Other provisions

Oversight Revocations

State Health Decree 44 of
Secretariats 1985, article 4

(Secretarias Regionales that regulates the production,
Ministeriales de Salud) distribution, sale and use of

indicated organic solvents

Application Decree 43 of

2015, Title Xl
Compliance

that regulates the Storage of
Hazardous Substances

Transitional Period

Industrial
Substances

2022

Non-industrial
Substances

2023

Industrial
Mixtures

2025

Non-industrial
Mixtures

2027




Implementation Timeline

Today

Official K Decree 57 entersinto force
Publication

9 February 2022 GHS for Industrial Substances
R 9 February 2023 GHS for Non-Industrial Substances
Classification
& Labelin
g 9 February 2025 GHS for Industrial Mixtures

9 February 2027 GHS for Non-Industrial Mixtures

Industrial Substances l Industrial Substances l Industrial Substances l

1st Notification 2nd Notification 3rd Notification
30 August 2024 30 August 2026 30 August 2028

Non-Industrial Substances I Non-Industrial Substances I Non-Industrial Substances I

1st Notification 2nd Notification 3rd Notification
30 August 2025 30 August 2027 30 August 2029

DEi L Industrial Substances Contained Industrial Substances Contained
in Mixtures 15t Notification ‘ in Mixtures 2" Notification ‘
30 August 2027 30 August 2029

Non-Industrial SubstancesContained‘

in Mixtures 1st Notification
31 August 2029

Risk Assessment . Authority Publishes .

h i .
D Otjfr Resolution to be Published ‘ Chemical Inventory J’
el 30 August 2022 31 December 2024 19 g




Practical Changes

[ 9
Global Product ( [)I[IU“EIH( e



Legislation & Normative

Previously Currently
Decree \‘, ," NCh. \"
 43/2015 1\ 2245/2015 |
S e S Pl . Decree
ST LT 57/2019
NCh. . . NCh.
382/2004 1\ 2190/2019 !




Hazard Classification(1/2)

Differences between full GHS and Decree 57

Hazard Classes Hazard Category Full GHS Decree57 Hazard Classes Hazard Category Full GHS Decree57
Flammable Gases Acute Toxicity
Category 1la Category 1
Category 1b X Category 2
Category 2 Category 3
Gas Under Pressure Category 4
Compressed Gas X Category 5 X
Liquified Gas X Skin Irritation
Refrigerated Gas X Category 1
Dissolved Gas X Category 2
Flammable Liquids U Category 3 X
Category 1 Eye Irritation
Category 2 Category 1
Category 3 Category 2a
Category 4 X Category 2b X
Desensitized Explosives Aspiration Hazard
Category 1 X Category 1
Category 2 X Category 1 X
Category 3 X
Category 4 X

K?



Hazard Classification(2/2)

Differences between full GHS and Decree 57

Hazard Classes Hazard Category Full GHS Decree57

Acute Hazard (aquatic environment)
Acute 1
Acute 2
Acute 3
Chronic 1
Chronic 2
Chronic 3
Chronic 4

LALNLLS

LALNAXXS

-

+11 Hazard Classes if
compared to NCh. 382/2004

G /
Hazard to the Ozone Layer [ Mutagenicity
Skin Corrosion/lrritation 11 Carcinogenicity

Eye Damage/lrritation M Toxic for Reproduction

Skin/Respiratory Sensitizer [

Toxic for Reproduction

STOT (Single and Repeated Exposures)

K




Labels

Previously

* Nch 2190/2019

ALCOHOL ISOPROPILICO
Woktay 2 Primerca Alabios

BhalacOn. Sack 4 2 Deers ¥ A B ayudes ) s
S o rwomare S reprucdn WYioe S ayute el
Contacto con ' plel. e 4 2ina socacs (or dbrdarme
WA Ry 08 CYSPWIRGE 5§ 00 e (ot
o 2 metes

Contacto con ks ajos. Livy nmedetararte (00 durde
A 00 s oy 15 mekn ALY @ e

gein: o atuor womits Sl v s &
b o

tnformacion Toucslogea: Miante “odeado % 08 y pal No
TG (n Wp0e

Mongulaoan y Amacenamento. o rfatr CF a0
WA W PURCOGT e IEng o NI ) Sfverten Ly
2ot 0 Wi sy wrtm on profecoor dies Aoy
g D Y e et Se Larem B s Martewr o

OO0 O S SNV NG § CINTK

LIQUIDO
INFLAMABLE

L

Currently
e Decreeb57/

Identificacion del Producto
Identificacion de Ingredientes Peligrosos

Pictograma
(Simbolo en Marco Rojo)

Palabra de Advertencia
(Atencion)

Indicacién de Peligro(s)
(Nocivo si se inhala)

Consejo(s) de Prudencia

(Utilizar sélo al aire libre 0o en un lugar bien ventilado)

Nombre y direccién de la compaiiia

Namero del teléfono

24




Pictograms

Previously Currently
« Nch 2190/2019 « Decree 57

Exploding Bomb

o

Gas Cylinder Skull and Crossbones

New Pictograms
to NCh. 382

Ke

Exclamation Mark Environment Health Hazard




What business should consider?

« Set up a regulatory team

* |[dentify substances and amounts placed in Chile
« Update labels

e Update SDS information

« Update their substance hazardous classification
* Do not forget to notify every two years!




Contact us for global regulatory services

@ M M

https://gpcgateway.com/ Global Product Compliance (GPC) compliance@gpcregulatory.com +46 46 2114615

IDEON, Beta 5, Scheelevagen 17, 22363
LUND, SWEDEN

o



