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REACH

According to JIS 7253, substance name and its concentration or concentration
range shall be indicated on SDSs if it is present above concentration limit and
contributes to the classification of the product.

If substance name belongs to trade secrets, a generic substance name can be
used. However, the following substances must be disclosed and cannot be
claimed as confidential:

* Respiratory sensitizing or skin sensitizing substance >0.1% w/w;
e Carcinogenic Category 2 substance >0.1% w/w;

* Reproductive toxicant Category 1 or 2 >0.1% w/w;

e STOT Category 2 substance >1% w/w;



REACH

Both GB 15258-2009 and GB/T 17519-2013 have given clear guidance on
information disclosure on labels and SDSs. Hazardous ingredients contributing
to the classification of a substance or mixture and their concentration or
concentration ranges shall be disclosed. Generic names are acceptable.

For trade secret ingredients, real substance names and CAS numbers can be
hidden. However, hazards shall be fully disclosed.



REACH

For Korea, substance name, CAS or exact content can be claimed as
confidential business information and hidden from Safety Data Sheets. Prior
approval is not required. However, all hazards must be fully disclosed.

When using concentration ranges, the range must be within 5% range.
If the contents are less than 5%, the lower limit shall be indicated as ">=1%"

(0.1% for carcinogens and germ cell mutagens, 0.2% for respiratory sensitizers,
and 0.3% for reproductive toxicants).



REACH

For Taiwan, hazardous ingredients contributing to the classification of a
substance or mixture and their concentration shall be disclosed.

Companies who do not wish to disclose the name or concentration of
hazardous chemicals or suppliers' names in SDSs for the necessity of national
security or trade secret protection shall provide a written document to
Taiwan OSHA and obtain an approval.

However, chemical substances with the following hazard classifications are

not allowed to be withheld on Safety Data Sheets (SDSs) and on labels:
e Acute toxicity - Category 1, 2 & 3;
e Skin corrosion and irritation - Category 1;
* Serious eye damage/irritation Category 1;
e Respiratory or skin sensitization;
e (Carcinogenic, Mutagenic or Reproductive Toxicant;
e STOT single exposure or repeated exposure - Category 1.



REACH

SDS Confidentiality of Business Information

Article 18

The manufacturer, importer or supplier who wants to retain the
name/concentration of hazardous substance, or the name of the manufacturer,
importer or supplier to safeguard the national security or commodity trade secrets,
shall submit the following documents to the central competent authority for
approval:

1) Certification as a national security or commodity business secret;

2) Measures taken to protect the national security or commodity trade secrets;

3) Economic benefit evaluation of applicants and their competitors;

4) Classification of hazardous chemicals in the product and supporting material.
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REACH

SDS Confidentiality of Business Information

Article 18 (continue)

According to the national standards CNS15030, hazardous substances that belong to
the following hazard categories, shall not apply for confidentiality of safety data
sheet content:

1)
2)
3)
4)
5)
6)
7)
8)
9)

Category 1, 2, 3 of Acute Toxicity

Category 1 of Skin Corrosion/Irritation

Category 1 of Serious eye damage/eye irritation

Respiratory or skin sensitization

Germ cell mutagenicity

Carcinogenicity

Reproductive Toxicity

Category 1 of Specific target organ toxicity-single exposure
Category 1 of Specific target organ toxicity-repeated exposure
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Taiwan GHS REACH24H

SDS Confidentiality of Business Information - Procedure

Applicants

Step 1 - Download Application Tools

Step 2 — Fill-in information on the Application Tools

Step 3 - Upload information derived from Application Tools,
as well as authorization file

Step 4 - Obtain Receipt Code

www.reach24h.com 9




REACH

SDS Confidentiality of Business Information - Procedure

Previous consultation about SDS
“CBI” applied by Manufacturers,
importers or suppliers

Download SDS Application Tools from
Taiwan GHS website

Fill the information on the Application Tools
according to Article 18 of Regulation of Labeling
and Hazard Communication of Hazardous
Chemicals

Upload the information derived from Application
Tools, as well as authorization file, & obtain
receipt code

Receive and confirm
data

Does the
application
information meets
the stipulation of
Article 18

Y Non-approval notice (In Writing)

Approval notice (In writing)

Applicants

Mol




Taiwan GHS

REACH24H

SDS Confidentiality of Business Information - Application Form

1) ~Basic information

2) Supporting material of business
secret -

3) Description and supporting
material of hazard classification

of hazardous chemicals

Apply only to retain the name
of the manufacturer, importer
or supplier, need not fill the
hazardous substances of Basic
information, and Classification
of hazardous chemicals in the
product and supporting
material.

xplanation

www. reach24h. com

11



REACH24H

SDS Confidentiality of Business Information - Application Form
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REACH24H

D : - :
S Confidentiality of Business Information - Application Form
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If necessary, the central competent
authority shall notify the contact
person by e-mail (ghs@osha.gov.tw)
to ask for more information.

In order to testify that the
application data are consis
the conditions for the CBI.

tent with
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REACH24H

D : - :
S Confidentiality of Business Information - Application Form
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Taiwan GHS REACH24H

SDS Confidentiality of Business Information - Related Provisions
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REACH

Australia requires that the chemical identity of a hazardous ingredient
contributing to the classification of a chemical or a substance with
occupational exposure limits be disclosed on Safety Data Sheets (SDSs).

If substance name belongs to trade secret, the use of generic name for a
hazardous substance is only accepted in certain cases (moderate hazard
category and no occupational exposure limit established).

If the exact concentration of an ingredient is confidential, the concentration
of the ingredient can be disclosed using the following range or narrower
range: <10%, 10-30%, 30%-60%, >60%.



REACH

For Malaysia, supplier may omit information on the name of a hazardous chemical or
the composition and ingredients of a hazardous chemical on SDSs if the information
belongs to confidential business information. If the substance name is omitted, such
information shall be replaced with the generic names of the hazardous chemicals.

Where the exact concentration of an ingredient is CBI, the concentration of the
ingredient shall be disclosed using the following allowable concentration range or a
narrower range.

<1%
1to<3%
3 to <5%
5 to <10%
10 to <30%
30/ to 60%
>60%

Where the classification of the hazardous chemical is based on the ingredients, rathe
than the product as a whole, the classification must be based on the highest
concentration provided in the SDS.

www.reach24h.com
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REACH24H

When a new product is introduced to Thailand, full composition should be
disclosed to DIW without any trade secret. However, when preparing SDS

and label, are trade secrets for some ingredients allowed? Is any additional
notification or documentation required?

If SDS and label are NOT used for importation, it is allowed to keep some ingredients
as trade secret. But, as specified in B.E. 2555, for substances, impurities and stabilizing
additives which are themselves classified and which contribute to the classification of
the substance must be listed; and for mixtures, concentration or concentration range
of all hazardous ingredients, which are present above their cut-off levels.

If SDS and label are used for importation, you have to disclose 100% composition
information to DIW. In case of CBI, you may ask importer to try following steps:
1) Letimporter conduct DIW consultation via on-line system. Fill composition
shown in MISDS (composition in range is OK)
2) Since importer does not fill 100%, on-line system does not show the result
and ask importer print out the document from on-line system.

www.reach24h.com 18



Thailand GHS REACH24H

3) Submit hard copy obtained from on-line system along with MSDS (company name
in section 1 has to be the same as invoice or shipping document) to DIW one-stop-
service located at DIW officer

4) Inform DIW officer + write it on document that it is CBI case and manufacturer will
send 100% composition directly to DIW via e-mail "director.chi@diw.mail.go.th"

5) DIW officer will give importer submission number and submission date .

6) Importer will forward submission number and date to supplier for reference.

7) Supplier submits 100% composition to DIW via director.chi@diw.mail.go.th with
submission number and date for officer to track

8) Inform back to importer what date to submit data to DIW

9) Importer follows up DIW for consultation letter result accordingly. HOWEVER, if
customs asks 100% composition for HS code, this option is not valid. Because
there is nothing showing 100% in DIW letter.

www.reach24h.com 19
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REACH

SS 586: Part 3: 2014

There should be full disclosure of ingredients determined to be hazardous.

However, under certain conditions, non-disclosure of genuine commercially
confidential information may be permitted. The manufacturer or importer may use a
generic name on the label and SDS, in place of the chemical name of an ingredient.
The generic name used should describe the functionality of the ingredient, substance
or polymer which contributes to the hazard. Where generic name is allowed, CAS
number may be omitted.

A claim of confidential business information cannot be made for some ingredients.
Generic names are not permitted for:

a) Substances classified as:
e (Carcinogenic Category 1
 Germ cell mutagenicity Category 1
* Reproductive toxicity Category 1
* Specific target organ toxicity, single or repeated exposures Category 1
e Skin corrosion or serious eye damage Category 1
* Respiratory sensitisation Category 1
e Acute toxicity Category 1, 2 and 3;

b) have a Singapore PEL.



REACH

Component chemicals must be listed by chemical name, common name or synonyms
and CAS number, together with their concentration or concentration range. In most
cases there should be full public disclosure of ingredients. However, ingredients are

required by regulation to be identified in the following circumstances:

a) Where the ingredient is present in such a concentration that it would, independently of any
other ingredient, cause the substance to be classified as a Skin corrosion Cat. 1A/1B/1C or an
Eye Damage Cat. 1; and

b) Where the ingredient is present in such a concentration that it would, independently of any
other ingredient, cause the substance to be classified as a toxic substance of Acute Tox Cat.
1/2/3, Respiratory/Skin Sensitizer Cat. 1, CMR, STOT Cat. 1/2.

In these cases, the identification of the ingredient must include any CAS number that
has been allocated to it. Where a generic name has been used to identify a group of
ingredients of classification a Skin Corrosive Cat. 1A/1B/1C or an Eye Damage Cat. 1, a
CAS number need not be given.

In addition, the concentration of the ingredient in the substance must also be given.
Under certain conditions, non-disclosure of commercially confidential information
about ingredient identity may be permitted where this has been agreed to by ERMA
within the approval for that particular substance.



REACH

For the protection of CBI to the extent not violating aspects of health, security, safety,

and the environment, items that don't have to follow the disclosures rules:

a) Chemical name, CAS and/or the generic chemical name;

b) Chemical Mixtures and preparations are classified nonhazardous but contains
additives and/or impurities which are classified as hazardous presenting at the
concentration not exceeding the quantity limit (cut-off value) and/or the
concentration limit; and

c) Concentration or level of chemicals.

Industrial companies shall disclose confidential information to the authorities, at the
request of the Director General of Industrial Development and/or in an emergency to
ensure the protection of the confidentiality of company information.
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REACH

Notifier
Country/Region Regulation Local Importer or CBI policy
Overseas Supplier
Manufacturer
China Mainland MEP No.7 V V OR+ th”fd !oarty
submission
Depends on the
notification type,
only the normal
Japan CSCL v notification can be e
submitted by
overseas company
Japan ISHA \4 X N/A
Taiwan TCSCA V X TPR
South Korea K-REACH \4 Appoint an OR OR




REACH24H
OR/Third Party Role in China Mainland

Overseas . hori
Exporter Only Representative Authority

Company info/Activity info
Overseas ] hori
Exporter Only Representative Authority

Third Party
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REACH24H
TPR Role in Taiwan

Foreign

Domestic Importers ]
Exporter [ P

SWia|(oid |ealuyoa]
[enss| g9

————‘)[ TPR }
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REACH

The notifier can claim particular information to be confidential in the notification
dossier, e.g., chemical name, chemical identification, downstream users,
product type, usage, all physico-chemical/toxicology/eco-toxicology data.

And all the claims will not be charged.

3.1 Chemical Name

[INo IECSC Comprehensive Check; [1 TECSC Comprehensive Check ( Check No.: )

Chinese Name: The mforrlnatlon on chemical name can.be kel‘.pt as
. % contidential and not present on the Notitication
Chemical™™Name Certificate, however, if you tick off the

(OConfidential) English Name (OTUPAC Name ; (JCAS Name): "Confidential Claim", and then the corresponding
’ "mask name" should be provided and print on the
certificate.

3.2 Structure Inforfation
Molecular Formula([J Conw): Molecular Weight: CAS No (OConfidential):
Chemical Structure  (COJConfidential)’ The information on molecular
’ formula, CAS number and chemical
structure can be kept as confidential
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Public Announcement of Normal Notification

REACH

Serial Acceptance ?;?nn;icisl Notification Management
number humber Chinese Notifier type type
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Taiwan Information Dissemination and

CBI Application

— -

WWW.re

type;

its secrecy.

Conditions for CBI Application
1. It is not known to persons generally
involved in the information of this

2. It has economic value, actual or
potential, due to its secretive
nature; and Its owner has taken
reasonable measures to maintain

health.

REACH24H

Restrictions of CBI

Application

1. Itis necessary for protecting
people’s lives, bodies,

2. It is consented by the
manufacturer or importer.

ach24h.com

For those information
determined to be business
secret, the following
chemical information

registered shall be protected:

v'|dentification of chemical
substance

v'Information on manufacture or
import

v"Use of chemical substance

Registration

Information

Registration information that
needs to be disclosed is as
follows:

v'Chemical substance name

v’"Manufacture or import conditions

v'Hazard classification and labeling

v'Safe use information

v'Physical and chemical properties

v'Toxicological and Eco-
toxicological information

v'Hazard assessment

v'Exposure assessment,
29




REACH24H

Conditions for CB|
application

1. #$HHE AT & LE BT 8 AT () 2 — =
Has the chemical substance received data protection in other countries? I:I Y — N
2, nHBLEHHL P LMACAS No, " AF #HEBEHFANEH FH S0 BE? ] £ M F
Duoes it cause any effect on the registrant’s commercial interests if the name and CAS No. of the chemical substance are disclosed? T — N
3. AFTEHEBFAECFHETHLZ EHR WRAGTCREHTTH? M .
HAEGERLINET V) Is 1t Qossfble to access the chemical substance information through the analysis of the production process of |:| v L ow
Checklist chemical substance product on the market?

A 4, BEEARATCHRTE TR RS T EER? ] % — %
(Please tickinVboxes [ ) Has the nominator taken action and will he/she continue to maintain the confidentiality of data? ¥y | w
5, BEEARAFT Y ERTEN SRS TAHELERE0OIEE Y ] A — F
Has the nominator taken any action to avert the disclosure of chemical substance data due to the release of itswastes? Y — N

6. AFFHEATEFTARMETELEHA LRI LFL L TR ASEEE - £ L F? -
Has the chemical substance been identified as hazardous to the environment or harmful to human health |:| i L I‘?

andcreatures by the local or overseas government authorities?
_— S
B AR EF i b ok i & 32(1 confirm that the information provided above is true, complete and accurate.)
(The contact person confirms
and signs) 4r ¥ (Signature) A #A(Date):

www.reach24h.com 30




REACH24H

Conditions for CB|
application

HLE2HTE FASCHARAFERTTHRETAFONHAAEY RAESLEH T ART L EH N IHRENRI B ARt BTN ERSA -
Has the chemical substance received data protection in other countries? Has the chemical substance been received as new chemical substance or existing chemical substance in these countries?
Please provide copy(s) of information with details and explain in this section.

mRAEEAMELEHTASH HESAATH HRFEATHEF? Al BN AR ASHERRSRE - THRFHRHFAN N T i MTLa A ESMERE LT AMETHNA -
Describe the substantial adverse effects that should result in your competitive position if the chemical substance name appears in the inventory? In your answer, explain the relevance between
the disclosure of substance name and any loss or damage to your commercial benefits, even there is no direction connection between chemical substance name and nominator in the inventory.
Flease explain

FEAATEHRRBEMEE S NS AR A B TAT R AT AMAFEE AT FpdAMC N KM BL2HT 7w -
Describe any measures has been taken or undergoing to avoid manufacture or import information outflow. Are your competitors aware of that the chemical substance is commercially available
in Taiwan? Please explain.

HEPHTTAASC TRESEHEMNANMLMTAEE? A (BT )ES THANSDS/SIS) £ & & MEFHFFFAFCTESEAMT AT AMBEFEL S ToONRFETAT W -
Has the information claimed for data protection appeared or been referred to in any of the following:

a. Professional or trade publications or any governmental agency publication;

b. (Material) safety data sheets (MSDS/SDS) or other similar documents (such as technical data sheets) for the substance:; or

c. Any other media or publications available to the public or to your competitors. Please explain.

EaE AR B Had A M e B4 F ¢18 SA BTN -
Describe your purpose(s) of manufacturing or importing this chemical substance in Taiwan? Please explain.

HLP2HTAFTCLAAATHEH? pREFHCHT -  AFTENRIRSLRELA? AT R HAHBET ATCHANCEH T I MLENT R MY RTINSO A BT WLN -
Has the chemical substance been patented in Taiwan? If so, has the patent been transferred to other company? Has the chemical name been disclosed in the process of applying for patent?
Please explain.

B R R AL R WAL AN ER L SRR TR SRR S S S TN 2HTSTR SN ER eSS R - RN E -
Describe what measure has been taken in your company funit for data protection. If mymc‘ﬁﬁiéﬂg your company/unit (supply chain) has access to any of the claimed confidcn%’il business
information. Is this information restricted by any confidentiality agreement(3)WW-{6& Ghlsim'3sCdPther(s) or in the supply chain(s). If so, please explain.




More Information About Taiwan Information Dissemination

P MEELHEER
Basic identification of the:
substances.

m MBELHEEN (Basic identification of the substances)

P HERE - BENRES
Substances manufacture, use and
exposure informations

+ RHERRARR
Manufacture and import
information {RE=IEE
+ ARRM
Imformation on uses
{CROE=ER
B
BHER
B#HOH
EHAE

E MEEFBEER
Basic identification of the
substances

AEESHETN
Cas Mo, =

m ’M H % i‘Eh = m ﬁ ﬁl i § ﬁ Eﬂ {Substances manufacture, use and exposure informations)
e

LRES

=1tonfy, PLC SHEDS AR ML - SWEEey
&3

2015/06/05

2020/76/05

B#A (Registrant)

B#E (Registration No)

i MERE  BAMSEER
Substances manufacture, use and
exposure informations

RESWMAETY
e =
anufacture and impo i
information MEEHEETRYE
- FREA
Information on uses
BaEd
{13

FESERER
et

Fi2EA (Information on uses)
FEZEEES (nformation on uses advised against)

S K g A E R (Manufacture and import information)

Importer SIAZ

Substance in mixture E&8PHEE

Article service life RER

www.reach24h.d

Following four items could be
protected as CBI:

FRRED

Y T TE

EB LHFTE¥)
— -~ BEAEH 112,500
B It [112,500
BRI EEION T (12,500
R LS ) 112,500

#3t

Detall of types of data for publication
with no CBI application:

Chemical identification
(CAS No./English and Chinese name)

. Registration type and tonnage

. Submission type

oela . Registration date and valid period

Dissemination

. Registrant identification

. Registration number

Manufacture/import information

. 32
Information on uses



More Information About Taiwan Information Dissemination

Screenshot and

_ haracteristics
website

1. Latest update on December 16, 2015;

2. Information dissemination is a phase-in and dynamic

E%EFOM104/12/16 CRNRA 1708
Last updated 2015/12/16. Database contains 170 chemicals.

updates process;

3. First batch of new chemical applied for SQR with no

[Choose One HiEE

EFEEREE
Click to emew CAPTCHA.

CBI application has been published;

HEDKIN EEmEE
——— 4. Upto now totally 168 chemicals;

5. Functions for registration number authenticity
http://tcscachemreg.epa.gov.tw/Epareg/OpenDat

confirmation will soon be integrated into the platform.
a/content/NewChemistPage.aspx

www.reach24h.com 33


http://tcscachemreg.epa.gov.tw/Epareg/OpenData/content/NewChemistPage.aspx

REACH

Disclosed Information

Notification Type

Chemical CAS No. & structure
MITI No. . .
Name ° (if available)

Normal (No volume limitation) v v V
Low Volume (<10t/a all over Japan) X X X
Polymer of low concern X X X
(No volume limitation)
Small Volume (<1t/a all over Japan) X X X
Intermediate, etc.
(No volume limitation)




REACH

Notification Type

Disclosed Information

Chemical

CAS No. & structure

Name ISHA No. (if available)
Normal (No volume limitation) V V V
Small Volume (<100 kg/a X X

per notifier)




REACH

* Purpose
— Establish Annex 5.6, expand the scope of HSCA and gather
hazard information

— Establish the inventory of existing chemicals

e Who should notify?

— Manufacturer or importer in Thailand.
No OR, No TPR!
e How?

— On-line notification at


http://haz3.diw.go.th/hazvk

REACH24H

Thailand importer logs in DIW’s website at http://haz3.diw.go.th/hazvk
(create an account if they don’t have one)

Importer goes to “Consultation Toolbar” shown in picture and fill in the
information.
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http://haz3.diw.go.th/hazvk

REACH

Print “Consultation Letter” and remark “{uanazdsasAtsznav@uiniiuaonuay
n19n9An Tileamnsants e-mail”

Hand in the consultation letter and SDS to DIW’s one stop office.
Receive a submission number and date.

Give submission number and date back to manufacturer.



10.

REACH

Manufacturer provide CBI through director.cbi@diw.mail.go.th
(submission number and date in email’s subject)

Manufacturer informs importer.

Importer waits for DIW’s respond and receives a CBI consultation
number. Normally takes 1-2 months.

Continue Annex 5.6 notification with CBI consultation number.

i T sz Toml
Janlscasandn ©  — (fan —

Janussaenan ¢
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REACH

Article 45 of the Act on Registration and Evaluation of Chemical Substances (K-
REACH)

Article 2 of Unfair Competition Prevention and Trade Secret Protection Act

For the data submitted to comply with reporting and registering obligation under K-
REACH, application for data protection may be made under Article 45 of said Act.

Confidentiality cannot be applied when identity information of substance already
listed in existing chemical inventories of countries including Korea (chemical name,
CAS no.)

In cases where data protection over chemical name is applied at a time when
submitting registration dossier (or Confirmation Application of Registration
Exemption), please make an appropriate generic name in accordance with MoE
Public Notice No. 2014-241, and then replace the chemical name with the generic
name.

40



K-REACH Data Protection Procedure REACH24H

| e B Bice

Competent
Register - ! b

Declare
hazardous
chemicals in

Competent
exemption of age

registration and K Chemicals
dedlaration . %&‘aﬂm

Note: OR Appointment Form (POA) issued by overseas manufacturer or producer
(This applies only to the cases where an OR appointed by overseas manufacturer or producer
makes a request under Article 38 of the Act.
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REACH

The data shall be protected for a period of five years. The request for extension
of protection period shall be made 30 days prior to the expiration date, and
extension request can be made by up to twice at a five-year-interval.

In cases where data protected is the name of chemical substance, however,
information items relevant to homogeneity such as CAS number, structural

formula, name of monomer are included in the data protected. Hazardous

information and use should be public.

42



Thanks for your attention!

- Y . RS n s B A e B AFeE 4 2N SN B B O aAE S EEe

Robert Kiefer

General Manager

REACH24H USA Inc.

T: +1 703-596-8055
robert.kiefer@reach24h.com

www.reach24h.com
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