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REACH24H

.Existing Chemicalh .Pre' . Existing manufacturers and importers must report in advance by 19.06.30
substance Over 1ton registration +  Submission of substance name, range of manufacturing and import ton,
—— classification of use

Granting grace period for registration

« 2024, (Over100 ton to under 1,000ton)
« 2027. (Over10 ton to under 100ton

« 2030. (Over1 ton to under 10ton)

toxic substances

Licensed substance

Risk
assessment

Hazard
Examination

Restricted substance
Amount of import, usage, tonnage

etc.
Prohibited substance

Over 10tons
Substances of
Hazardous concern

The registrant communicates information
to the purchaser of the substance.

Over 0.1 ton

)
J

Existing chemical
substance

Under 0.1 ton

Amount of import, usage, tonnage
etc.



Chemical Performance Status REACH24H

Chemical Notification & Registration Status

(Unit Case(Indude overlap), Standard 2022.09)

Notification, Total 11,847 case
6,000

B Notification ™ Registration
5,000 Registration, Total 18,936 case

4,000
3,000
2,000
1,000 l .

2015 20168 20179 2018F 20199 2020F 2021H 20224
r 2,807 3,788 3,334 1,918

W 2,622 2,365 1,868 5,375 882 629 3,631 1,564



Chemical Notification Status REACH24H

New Chemicals Notification Status

(Unit Case(Indude overlap), Standard 2022.09) 2015~2018

than 1 ton

4,000 (small amount)
3,500
3,000 _
2,500 Less than 100kg™
2,000 New Chemical
1,500
1,000

500 2019 Enforcement

0 otification System
20194 20204 20214 20224 stablishment
(1~9 &)

BAT 2,807 3,788 3,334 1,918



Chemical Notification Status

Status of Notification New Chemicals by Use (top 10 items)

(Standard 2022.09)

46. materi
semic

2. Glue and
Combination

42. Photo chemicals such as
photographic developing
materials

33. Intermediate

REACHZ4H

v'Calculation including cases
where there are multiple
uses for one Notification



Chemical Registration Status REACH24H

Existing Chemicals Registration Status

(Unit Case(Indude overlap), Standard 2022.09)

N AR NTNEN

20154 2016 201749 2018E 20194 20209 2021 20224

BEC 3,170 1,200

B pEC 22 3,234 314 249 221 158

B PEC mEC




Chemicals Registration Status

0.1-1

1-10

10-00

100-1,000

Over 1,000

New Chemicals

108
31

47

524

067

* 6,985 cases for less than 0.1 tons

1-10

10-100

100-1,000

Over 1,000

PEC

758

oo

1106

(Unit Case(Indude overlap), Standard 2022.09)

Existing Chemicals

1-10

10-100

100-1,000

Over 1,000

138

AR

336




Chemicals Registration Status REACH24H

[ .
Status by use (Top items) (stantif 02 09
New Chemicals PEC Existing Chemical substance
53. Vulcanizing age
10. Colourin 39. pH-Regulatin

35. Lubricants an
2. Adhesive * Binding ag

42. photographic 34. Laboratory chemicals

development materials 17. Electroplating agents 9. Cleaning and

B Washing agents)
9. Cleaning and

33. Intermediate Washing agents)

48. Solvent

55. Others

v" Calculation including cases where there are multiple uses for one Notification



Chemicals Examination Status

Hazard assessment status

3,500
3,000
2,500
2,000
1,500
1,000
500

0

New chemical Registration
New chemical judge
PEC Registration
PEC
Existing j&wdquical registration

Existing chemical judge

2015
2,622
731

2016

2,364

1,636
1

2017

1,846

2,126
22

2018
2,141
1,933
3,234

REACH24H

(Unit: Case(Include overlap Chemicals), Standard 2022.09)

2019
568
561
314

433

2020 2021 2022 Sep.
380 240 206
569 269 253
249 221 158

1,381 1,624 1,049

3,170 1,200

192
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Major amendments REACH24H

Amendment of the Enforcement Rules of K-REACH (2022.7.29.Enforcement)
> Enforcement Rules of K-REACH [Attachment 1] No. 1 Remarks Establishment
» New details (Application time: Application from the case of applying for chemical registration after implementation)

Note: In the case of manufacturing and importing chemicals falling under the following conditions, submission of

environmental hazard test data under subparagraph 1 (c) may be omitted

(Environmental hazards under subparagraph 1 (c): Short-term toxicity testing on Daphnia or fish, Ready
biodegradability)

1) Chemical substances with a water solubility of less than 1 mg/L

2) Chemicals intended to be used only for intermediates under attached Table 33 of the Decree or for process

speed control agents under attached Table 43



Major amendments REACH24H

[Regulations on the preparation method of registration application data and the method
of examination of hazardous, etc.] Revision (2022.9.30)
> Article 2 (Definitions) New in subparagraphs 34 through 38

» New Content

34. In vivo Somatic Cell Chromosomal Abnormalities Test
35. In vitro chromosomal aberration test

36. Non-test data

37. Read-across

38. WoE; Weight of Evidence

*Former No. 34 as No. 39 and newly established the relevant contents



Major amendments REACH

[Regulations on the preparation method of registration application data and the method

of examination of hazardous, etc.] Revision (2022.9.30)

» Article 33 (non-test data), Article 35 (notification of the results of the hazard examination, etc.) newly established

< Establishment of a method for examining hazardous according to the form of non-test data to minimize animal
testing

% Establishment of a method of submitting opinions where a person who has been notified of the results of a
hazard examination pursuant to Article 24 (1) and (2) of K-REACH has a disagreement with the results of the

examination

% Opinions may be submitted to the head of the National Institute of Environmental Research within 30 days from
the date of receipt of notification of the results of the hazard assessment
- Where the contents of the indication, such as classification of hazardous, are different from the data for
registration application;
- If toxic substances are applicable or if they are toxic substances, the limit of content in the mixture (%), Where it
is deemed that the contents of the notification of the results of the examination do not match the conclusions of
the examination data submitted as the application data for registration;



Major amendments REACH:

[Regulations on the preparation method of registration application data and the method
of examination of hazardous, etc.] Revision (2022.9.30)
» [Attachment 2] Partial revision of test exemption conditions for each test item

» Revised contents: 1. Physical and chemical characteristics

Test Item Test Exemption Condition

O Substances unstable by hydrolysis (half-life less than 12 hours)
Dissociation constant Oa substance that is easily oxidized in water
OPolymer compounds

O Substance that does not contain an ionizable functional group

O Solid substance at room temperature

Viscosity

O Explosive, spontaneous or self-reactive liquids




Major amendments
REACH

[Regulations on the preparation method of registration application data and the method
of examination of hazardous, etc.] Revision (2022.9.30)
» [Attachment 2] Partial revision of test exemption conditions for each test item

> Revised contents : 2. Health Hazardous Item

Test Item Test Exemption Condition

OBased on existing available information Substances classified as skin corrosive

OStrong acid (pH < 2.0) or strong base (pH > 11.5) substances classified as skin corrosive

Skin
W OFlammable materials at room temperature (when spontaneously firing in air)
Irritation/ : . . :
. OSubstances that are highly toxic in acute percutaneous toxicity tests (Section 1 or Category 2)
COMTOSION | 5 substances that do not show skin irritation in acute percutaneous toxicity tests performed at a dose
of 2,000 mg/kg or higher
B O Based on existing available information Substances classified as skin corrosive or severe eye

damage
irritation/ | o Strong acid (pH < 2.0) or strong base (pH > 11.5) substances classified as skin corrosive

corrosion | OFlammable materials at room temperature (when spontaneously firing in air)




Major amendments
REACH

[Regulations on the preparation method of registration application data and the method
of examination of hazardous, etc.] Revision (2022.9.30)
> [Attachment 2] Partial revision of test exemption conditions for each test item

> Revised contents : 2. Health Hazardous Item

Test Item Test Exemption Condition

In vitro Mammalian | Oln vivo somatic chromosomal abnormality substances with test data

CEromqsomal O Substances known as carcinogenicity (category 1) or reproductive cell
Aberration Test mutagenicity (category 1 and 2)

O In the case where the manufacturing/importing amount is less than 100 tons,
substances in which both the return mutation test and the in vitro chromosome

Genetic toxicity abnormality test are negative
using test O Substances with genetic mutation test data using mammalian culture cells.
animals However, the return mutation test and the in vitro chromosome abnormality

test are both negative

O Substances known as carcinogenicity (category 1) or reproductive cell
mutagenicity (category 1 and 2)




: REACH24
Major amendments
[Regulations on the preparation method of registration application data and the method
of examination of hazardous, etc.] Revision (2022.9.30)
> [Attachment 2] Partial revision of test exemption conditions for each test item

> Revised contents : 2. Health Hazardous Item

% Reproductive and developmental (occurring) toxicity screening, second generation reproductive toxicity
- (Additional New) Substances with Extended Generation 1 Reproductive Toxicity Test Data

% Carcinogenicity
- (Additional New) Substances classified as carcinogenic based on the cancer assessment report of international

specialized institutions such as the International Cancer Institute



. REACHZ
Major amendments
[Regulations on the preparation method of registration application data and the method
of examination of hazardous, etc.] Revision (2022.9.30)
» [Attachment 2] Partial revision of test exemption conditions for each test item

» Revised contents : 3. Environmental Hazardous Iltem

% Additional information on hydrolysis by pH, identification of decomposition products, environmental behavior, and

dynamics
- (formerly) Diodegradable Substances — (Revised) Diodegradable or Essentially Degradable Substances

¢ Bioaccumulation
- (formerly) Diodegradable Substances — (Revised) Diodegradable or Essentially Degradable Substances

- (Addition New) Inorganic
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Precautions for registration REACH24H

» Example of application for registration
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Precautions for registration REACH24H

» Example of OR
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Precautions for registration Chemicals identification information

» Example of STN

oAS Information Usa Policies apply and are

ttp: /i www.cas . oraflegal/infopolicy

RESTSTRY COFYRIGHT 2015

e at:

sz« [N
=X L8  UVCBEEAE SHEX %3

=Z(%) 99

A4 2R AR oY

UVCBEZ = SHEX| 242

#olg|
T2E

e
o

Ao.uuE g
- RUE 0

AR = (=)0 —HE) 15000

SZolEE|  1000<Ton

ABHSUHOE  szels

CAS No.

REACH

% ldentification of chemicals (important)

-Description of chemical substance name, structural
formula, molecular formula, etc. in the registration
application

-Examples of submission of data that can confirm
chemical names, structural formulas, etc.) STN,
Scifinder search data, and overseas chemical list
data

-Submit confirmation document if CAS number is
not given

/

< molecular formula, structural formula, purity

- Check the chemical identification information data and
state the reason if it is unclear

- Indicate purity and content in the product separately

- Substance information if identified impurities or by-
products are present



» Complementary Example: Submitted identification

information is unclear

Abeut Us Regulations Addidressing Chemicals Tnformation on Chamicals In our Lile Support
of Concarn Chemicals

Search for Chemicals

Nama = EC/ Lt CAS no.
%

(S)-piperidine-2-carboxylic acid

rir

o= o o
Substance identity Hazard classification & Isbelling =+ EA| 7} L= B2 (X)
EC / List no.: 221°362+1

CAS no.t 3105-95-1

Mol formula: COMIINGT L o) accarding te the classification pravided by

HA in CLP notifications this substance

O r o
o cau ve initation, causes skin irvitation and
H i ratory ivrtation,
-‘O
Tha InfaCard tha 4 data an waz 3 held in tha databazes of the Europaan Chamicale Agancy (ECHA]

including data provided by third parties. The InfeCard s under diffsrant |
frameworks may thevefore not be up—to-date or complete, Substance manu |far.tu wrs and importers are responsible for consulting official
publications. This InfoCard is covered by the ECHA Legal Discle

CECHA

BURDPEAN CHEMICALS AGEMCY

abaut INFOCARD - Last updated: 10/07/201%

» Complementary Example: Unclear chemical name and

purity

(RELE)
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Precautions for registration Chemicals identification information
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Precautions for registration In the case of submitting an application
for data protection REACH

< Data protection document processing method for material identification information

-Preparation and management in accordance with the Regulations on the Preparation Method of Data
Protection Application and the Management Method of Protection Data, etc. in the notice of the Ministry of
Environment

-In the case of data protection of chemical substances, etc., it is necessary to check whether they are
registered abroad (data protection is not possible if they are already disclosed)

-1f there is data that has exposed identification information, the data shall be attached to the data protection
attachment item on the system
» Example of submitted data: STN, confirmation of overseas listing

» Example of submission data: Write [generic name] in the application form

G R ey suszzeay (s A
="y ol "'1‘]_1 er

7 L1l Cheml1st

ARHS (CAS No. &)
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—— = ! - -
- ST SxpaAl LR =EY)
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Precautions for registration

» Relevant regulations such as how to fill out a data
protection application
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REACH

Data Protection

» Complementary Example: Unclear data protection application
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Refer to the notice of the Ministry of Environment [ Regulations on how to fill out the data protection application form and how to manage protected data |



REACH24H

» Example: Use of report
0,28 (Idwr agents)
[ 4 JHHE/EEE 2E ([7A RZ2 2.

[ o J2HF 82 (LIRRAMA 25 Ue 22

stances

33. 244 (Intermediates)
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Precautions for registration chemical Use REACH

> Supplemental Example: Actual use not described > Complementary example: product use not specified
content unclear
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. : . REACH
Precautions for registration  exposure information related to use

» Enforcement article 8.

“» Enforcement Rules of K-REACH attached Table 8

Submission of exposure information according to the
use of chemical substances according to the form e

“ Article 30, Paragraph 1 of K-REACH

A person who manufactures and imports chemicals

may request information on the use and exposure
. » Guidance
of chemicals from sub-users and sellers thereof —_,

(2= 8] = BB
=EHE Y THA

<+ Article 12 of the Enforcement Rules of K-REACH
May be omitted when submitting data on risk

% Provide a guide to creating exposure information
related to the use



. . . REACH24H
Precautions for registration  exposure information related to use

» Example of exposure

(01 4 Folop4 LIRS +2 3, 458 THOl E2|940Hg Has: 380 2 820 28 74N 28 4 ) ok
SRS PABIHCE S S BONE e . NYE/HEY 2 %2 52 SUBY SHEH YREHN H28E0)
1) EEA U8 £= BHO| H922HY ME HA O] SRR O] aTlA gl
HasRaiei i REER  NZET2 591§ BETHON SHEEOM) 58 #4%02 N
o FUATE: Y NE o)) HEEHAL N8Ze| 3% 7| Yotx el
0 8% - 2U) HAYD0 £F HEE Toe0) MEEL - WHE B 10%: THER| 91 P2 N HE03kg/YE Loix| 9
- SEEEHIL ¥ U oA 9 Uad Lh ojs 2t (v BUEI0] O8R4 SRURAG/YEID. PSS 928 B

) : " 9 8071 APAIL Lo i7raet 2 O |2 HS0Hg/ Do & 08
A $201 e 4% EeloalE o Wil oA ol TR AR Olato Al o i o
o Mg 355

Ch) AgAI
________________________________ | - BE3% UHE 3T HEHE Hotee AL 4. S0 B3 THE 72
| ssom wsen B oo i) , - YEEY N1SH0| 4 8HE YEse I - NOH/MEH el KT

<48 58 e

: 4;12{3?:2 A4 | 2 B YuR|AY

! iz 0 e wo : - IPIQUUNINY : THS 0% CPIQBSY AR 80% (HEAL) S HENEE I AZ - ABUGY 9 7lg

| 2 e i | S RTIR-C 7% 99 B2 HE - 8EE 1. o 015/

i R N [ SRR R - g9 7|22 ¥2 WISHEYNE SIEte) L 02 4 HE - 48 G4BT o 102 19 BN N

THERELD 370 $E2202T0| tsdo2ye O TE B0 £28 WY
O1F I7kHe 1 A28 Lotche] a3 747 7%
: 7} o =&
O Z4oj4 - MOE/HIH AE: MISTE 37|20 A2l = SO, YA 02
L 852 87 79 8% 4 e 1Y HBIROW HAslol IR §YxE 75 HDEUS
o} MEE/EEH 8 U Yo U HaH EBFYOR RYUE IS 4702 N U0 HeKe| KX
U 247 BE: ¢ F AR5 AR




i - : REACH-
Precautions for registration  exposure information related to use

» Complementary example: Inconsistency of information > Complementary Example: Discrepancies in Exposure
between application form and attached documents Types by Number of Days of Use
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. : . REACH
Precautions for registration  exposure information related to use

< Site & Transport Separation Intermediate

“Site separation intermediate: Chemicals produced in the manufacturing process of other chemicals and used and
extinguished in full at subsequent stages of the same manufacturing site under controlled conditions, which do not
correspond to non-separation intermediates

“*Transportation separation intermediate: Chemicals produced in the manufacturing process of other chemicals and
moved to another manufacturing site under controlled conditions and used and extinguished in full in the
subsequent stages of the manufacturing site

- Chemical reaction mechanism including final product: Chemical reaction formula from formation to
extinction of intermediate

- Documents proving that they are manufactured, moved, and used under controlled conditions in
accordance with the procedures and methods pursuant to attached Table 3-2 of the Enforcement Rules

- Demonstrate controlled conditions that are not exposed to workers and the environment by detailing
from warehousing to preparing countermeasures in the event of an accident, including the overall
process diagram

- Ex) Receiving — Transfer — Storage/Storage — Use — Storage of final products — Cleaning — Waste
treatment — Technology for preparing countermeasures in case of an accident

Submit a live photo (image) or video of the site for control management



. . . REACH24H
Precautions for registration  exposure information related to use

[
% Site & Transport Separation Intermediate

> Enforcement Rule Attached Table 3-2 » Process description according to the process diagram and examples of on-site photos of

facilities in the process
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Precautions for registration Physiochemical risks and hazards

“ Insufficient contents of Korean test summary
- Insufficient preparation contents, such as writing only the result value

- Summarize the purpose, method, and conclusion of the test, and provide
sufficient information for conducting the assessment

«» Submission of data omitted

- Submission of reasons that may be omitted and materials that can prove the
reasons

Example 1) Skin corrosion category 1 — If acute oral toxicity is exempted, submit
evidence of skin corrosion

- Reasons for omission and inconsistency of submitted documents

e.g. Exempting hydrolysis test data according to pH from substances that are
extremely insoluble in water

— 1.5g/L (20°C) as a result of the water solubility

REACH

v' Complementary Example: Error in Omitted Reasons:
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Precautions for registration Physiochemical risks and hazards REACH

’:‘ QSAR Data Su bmiSSion > QSAR Data Submission Guideline

- less than 10 tonnes of manufactured imported material per year =

- Where a person's health or environmental hazards can be determined by the results i
obtained from an internationally recognized structural activity prediction program;

- Need to determine the reliability and suitability of the results

- QMRF, QPRF Submission

IeeARnY
S EAETRHE

+» Read-across Submission

- Where the results obtained from chemicals with similar structural and > Read-across Use Guideline
physical and chemical properties, such as metal compounds

containing the same metal, can determine the harmfulness to human
health or the environment
A3 HHA (Read-across) §H8 SHl A
- Determining the similarity of structural, physicochemical, toxic
dynamics and metabolism among similar substances
- Submit a statement of reasons for the correlation method along with P

evidence that can be proved serkass iy



Precautions for registration Physiochemical risks and hazards REACH

<» Submission data of application for registration of Existing Chemicals

Requirements to be simplified

Subparagraph 1 of
attached Table 3-3 of the
Enforcement Rules

Substances that are non-consumer and are not classified or fall under hazardous to the
aquatic environment chronic category 3 and 4 only

* Submit only 1 to 10 tons of data regardless of tonnage

Substances intended for non-consumer use and not classified as human or
environmental hazards (excluding category 3 and 4) Acute toxicity category 4, skin
and eye irritation category 2, skin sensitization category 1, reproductive toxicity
additional category, STOT SE category 3, ozone layer hazards category 1

Subparagraph 2 of
attached Table 3-3 of the
Enforcement Rules

* Even if it is more than 100 tons, only 5 data of environmental hazards less than 100 tons
shall be submitted

= Classification indication: Domestic and foreign data have been reviewed, but they are not clearly classified, confirming that
they fall under simplification, and submitting data confirming the relevant contents (official document)

= Non-consumer use: In the case of representatives, data is submitted confirming that there is no consumer use including members
and confirming that there is no applicable matter (official document)

= Submission of a written reason for omission: Substances falling under subparagraph 1 (a) of attached Table 3-3 of the
Enforcement Decree of K-REACH are not used for consumer use.



Precautions for registration Etc

» Check for Existing, New
- Whether it is applicable to hydrate, hazardous chemicals, etc
< Confirmation of Exemption from Registration

- Confirmation of exemption from K-REACH (Article 11 of the Act
and Article 11 of the Enforcement Decree)

» Confirmation of SMEs

-If it is identified as a small and medium-sized company, the fee
is reduced compared to large companies

-However, it must be proved that it is a small and medium-sized
enterprise under the Small and Medium Business Act

%+ Confirmation of registration target (Use, etc.)

- Identification of applications that are not subject to registration
(medicine, pesticides, etc

- Identification of non-applicable chemicals listed in the scope of
Article 3 of the Act on the Registration and Evaluation of
Chemical Substances

REACH-

»  NCIS Searching
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Hazardous Review & notification of results

+» Chemical Hazardous Review

-Target: Registered chemicals (including change
registration)

-New chemical: 6 months (up to 1 year and 6 months)
Existing chemicals: 1 year (up to 3 years)

~Priorities are considered and ranked (import
volume, hazardous, etc.)

-Review data submitted at the time of registration and
foreign data, etc

+» Notification of the result of the hazard examination

-Notification in accordance with attached Form 16 after the
examination is completed
- Results: Toxic substances, non-toxic substances, other
(it is difficult to judge at the moment, so monitoring
in the future)

-Results of classification indications according to hazardous
data, matters necessary for safety management
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» Example (Notification of Hazardous Review Results)
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Order to submit hazardous review data

*» Order to submit hazardous review data

-Target: Registered chemicals (including change
registration)

-Order to submit data necessary for hazard
examination

-Submission deadline: Consideration of the period
required for the production of the relevant data

% Reasons for ordering data submission (Article 25 of
the Enforcement Rules)

-Additional supplementation is required as a result of
review of submitted data during registration

-Where the risk of exposure to the human body and the
environment is recognized as a result of reviewing the

purpose and exposure information, and it is necessary
to confirm the relevant hazards

-Where it is deemed that there is a possibility of
designation of hazardous chemical substances

-Where the full text of the test data is deemed necessary

REACH

» Example (Order for submission of hazardous review data)
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Order to submit hazardous review data REACH

+»» Extension of the data submission order

-1f it is difficult to reply to data within the submission deadline, an extension of the submission deadline may be
requested

-However, in the case of an extension of the test data, a test plan is submitted and an extension deadline is notified
in consideration of the scheduled expiration date of the test

>+ Demand for an order to submit data

-Where data has not been returned within the submission deadline, a demand under Article 24 of the Enforcement
Decree of the Civil Petitions Processing Act is possible (two times)

-Registration may be canceled if the data is not submitted after two reminders
< Order after notification of toxic substances

-In the case of substances to be designated as toxic substances, an order to submit data shall be conducted
together after the examination and notification of the substances as toxic substances

“ If a re-registration situation occurs after withdrawal (withdrawal) of registration

- When re-registration is made after the registration is withdrawn, it must be submitted including the test data
requested



Summary the point

% 2-3,000 New Chemicals (less than 0.1 tons) notified annually and 2-300 registered in the top
tonnage band annually

% In the case of existing chemicals (registered more than 1 ton), a grace period for registration
(~2030) is granted, and step-by-step registration by tonnage
* The registration was intensively carried out in the current year, after the grace period of
registration, and the registration of changes, etc. steadily implemented

< Chemical substance verification important, new/existing chemicals must be checked

<+ When applying for registration, the contents of the application must match the contents of the
attached documents submitted

< Where the submission of data is omitted, the evidence must be submitted along with the
statement of reasons

% After the registration notice, the registrant must provide relevant information to the substance
buyer

% An order to submit data may be issued if necessary in the case of a hazard examination conducted

after the registration is completed

REACH






