[English Translation]

Guidance on Joint Submission Procedure

In accordance with Article 15 of “Act on Registration, Evaluation, etc. of Chemical Substances”
Registration Application Submission method for Exiing Chemical substances subject to Registration

August 2015

Task Force on Support for Industry in
Complying with Chemical safety Rules



the authority.

Domestic enterprises who deal with any of 510 ‘ihgsChemical Substances Subject to Registrati
designated undekct on Registration, Evaluation, etc. of Chemicall$stancesshall jointly submit
dossier within the grace period after identifyirilgen importers or manufacturers of the same chémica
substance througldtint Registrationinformation System”andreceived “Notice of Registration” from

Onn

|. Outline

O Those who intend to manufacture/import any of BERisting Chemical Substances Subject to

Registration” at the annual volume=dfton, shall elect a Lead Registrant among memib&t=é for
the same substance and jointly submit certairopddssier for the registration within the graceque

- Jointly submitted dossier: Classification anceliy, physico-chemical properties, hazard datst, t

plan

% Risk information and safe use guidelines may tengted for joint submission upon agreement
among members.

IIl. Procedure
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reqistrants an d""’ Confirm chemice™™® overseas data an d""’ Fairly shareosts fo"™® | registration dossie
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<Notes> Timetable for Joint Registration(recommended)

Identify potential Elect a Lead Sign an Agreemeni Prepare documentg Submit registration
registrants Registrant to be jointly dossier
submitted
Sep.31, 2015 Dec.31, 2015 Jun.30, 2016 Dec.31, 2017

Joint SIEF

Confirm chemica
identity

| Check availability of hazard data, generaté Bubmit dossier andi
purchase necessary data and prepare risk receive “Notice of |

information

Registration” from |

| authority

Jun.30, 2018



lll. Details on Steps for Preparing Joint Submission

] Step I: Identification of Chemical Substances

O Check if any chemical substance to be manufactiompdrted are included ifthe List of
Existing Chemical Substances Subject to Registrdtidgisit at NCIS
(http://ncis.nier.go.kr/ncis/Ind@xwebsiteor refer to the Public Notice otExisting Chemical
Substances Subject to Registration.

% Enter identification no. (e.g. CAS No.) or chenhicame.

% As for imported mixtures, enter each chemical ®arnxe contained as a component in the mixture.

O If any chemical substance is confirmed as onéEadsting Chemical Substances Subject to
Registration, check if the annual volume of manufacture/or imi®d ton or more.

% For volume calculation method for imported mixtwefer to“Guidance on Registration of Chemical Substances
Subject to Registration.

O Check if the exemption conditions stated in Agidll of the Act and Article 11 of Ministerial

Decree of the Act are met. If any chemical substanceligible for exemption, it is exempted
from the registration requirement.

% Refer to details on exemption including the exasaplescribed ifiGuidance on Registration of Chemical
Substances Subject to Registration

% Check if the exemption needs confirmation procedur

[J Step Il : Organizing SIEF

O In accordance with Article 15 of the Act, the iggants for the joint submission shall appoint a
Lead Registrant based on an Agreement among menmbprsiciple and proceed with related
works However, mutual confirmation and collaborat@re essential among members. To this
end, certain organization (SIEF) based on an Ages¢rshall be established and managed for
smooth operation process.

% Registration obligation falls upon those who imteio register the same substance within the gracedg
Therefore, members of SIEF shall be aware of thiat submission is mandatory regardless of SIEghatince.

% SIEF shall be constantly and regularly managedhad members can respond to a potential requesthéor
submission of additional data from the authoritgathe registration application.

% Prior to placing company information in the systentase of importation ofExisting Chemicabubstances
Subject to Registration, whether the registration will be conducted by ampr or by Only Representative
appointed by the foreign manufacturer/or formulggorsuant to Article 38 of the Act shall be decided

O Other manufacturers or importers of the same ct@nsubstance can be identified at Joint
Registration Information System located in Chem®abstance Information Processing System.
For system accessing method, refer to the atta¢htedhod and Procedure for Accessing Joint
Registration Information Systém



% Under Joint Registration Information System, gmtiee names of the joint submission members can be
identified and a Lead Registrant can be elected.

% Joint Registration Support System loaded on Ingi&tipport Center established Act on Registratitaluation,
etc. of Chemical Substances and Chemicals Contiil upporting features such &#nnouncement,

” o«

“Information; “Online Chatting and“E-mails’ to boost communication between members.

[ Step Il - Electing a Lead Registrant

O A Lead Registrant shall be appointed through ameAgent among members as part of the

registration documents and dossier shall be joistymitted by a Lead Registrant pursuant to
Article 15 of the Act.

% Lead registrant is in charge of operation of SésEblished for the autonomous decision-makingpradeeding
with tasks prescribed in Article 17 of MinisteriBlecree of the Act such as selecting and genergoingy

submitted data (dossier), managing the operatirgisctor joint submission and preparing and subngtti
documents for joint registration application.

% Process to identify final joint submitters shadl bonducted at this step by confirming whether ¢chemical

substance for the registration is identical. Forendetails, refer td Guidance on Identification of Chemical
Substances.

O If there is a candidate who wishes to be a Leagld®ant, an agreement from other members is
required. If there are two or more candidates, adLRegistrant will be appointed by a vote by
members. However, if no member wishes to be a Registrant, it will be determined by
considering factors such as manufacture/importmelor possession of test data.

[] Step IV : Signing Agreement

O The Agreement is a contract between members wiheddSIEF for joint submission and the
terms and conditions shall be agreed upon by athioees if possible.
¥ For a sample Agreement for joint submission, redétGuidance on Sharing Registration Data and Co3tise
sample Agreement addresses general standard detaitgppointment and replacement of Lead Registrant,

selection of key data, generation of data, dataepship, cost sharing, time schedule of data suliomss
confidentiality, etc., which are subject to modiion and addition according to the SIEEharacteristics.

] Step V : Preparing Jointly Submitted Information

O Submitted data: According to Article 16 of Minist Decree of the Act, jointly submitted data
include the matters on classification and labellplgysico-chemical properties, hazard data and

test plan. Risk information and safe use guideloasbe also jointly submitted upon agreement
among members.

O Data collection: Registrants shall collect all itatsle data on physico-chemical properties and

hazards of the chemical substances to be regist&ech data include the ones owned by
registrants and secured through open sources suitkrature.

% It is recommended that data of all test itemsdikected regardless of handled volume.



O Data review: A Lead Registrant shall review theadallected from registrants to confirm their
suitability for all test items required for the igtgation.

% Such review will be conducted by a Lead Registrandther appointed members, or outside expefgyacted
for such work.

O Data purchase and generation:, If certain datafindtion are not available among the
data/information required for the registration, @l Registrant shall determine to obtain them
by purchasing or generating them through an agreewiéh other registrants.

O Cost sharing: All costs incurred by securing anctpasing required test data/information shall
be shared by the registrants based on fair and gleands. In case members fail to reach an
agreement, it is recommended that costs be shaatilon the number of submitters, volume of
manufacture/or import, etc. In this case, suchildethall be included in the agreement.

% Data costs includ@ Administrative costs reasonably incurred by SIEdhagement or outside consultatia,
Costs incurred by purchasing access right or ovierfor existing test data/information owned by eth

person(s) of outside SIER) Costs incurred by joint data generatiéh Costs reasonably incurred by preparing
and submitting registration documents.

% Refer to examples of cost sharing describet@nidance on Sharing Registration Data and Costs.

[] Stage VI : Submitting Registration Dossier

O A Lead Registrant shall submit the registratiosgier at Chemical Substance Information

Processing Systerhtfps://kreach.me.go.kr/opeweb/main).tdefore other registrants who intend
to register the same Existing Chemical substanbgstuto registration.

O Other joint registrants shall individually subrother information such as name and address of

manufacturer/importer than the jointly submittedtadiaformation submitted by a Lead
Registrant.



[Attachment] Methods and Procedures for Accessing Joint Registration
Information System
[JHow to access

O Joint Registration Information System is accesdlityldogging into Chemical Substance
Information Processing Syste(https:/kreach.me.go.kr/opeweb/main.do
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] How to join

O Browse chemical substances manufactured/or impattddint Registration Information
System.
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< Main Page of Joint Registration Information Syste

1. Previous Information Submitters

“Previous Information Submitters” mean Submittersluded in the list of the comprehensive
survey for 518 potential “Existing Chemical Substs Subject to Registration” conducted in
April, 2015
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% All items shall be filled out with information foin the system and basic information submitted
previously can be changed.
¥ The system can be used after signing in withootimidtratofs approval.

2. New submitter

“New submitter” means any person not listed in¢bemprehensive survey conducted in April,
2015
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% All items should be filled out with information toin the system.
¥ The system can be used after administiat@pproval on the uploaded documents verifying liegof any
of “Existing ChemicaBubstances Subject to Registration.

[Note]

The following information shall be filled out:
- Enterprisename;
- Enterpriseegistration number;

- Contact details;
- Tonnage band;

- Information on manufacture/importation

- Document verifying handling any substance lakisting Chemicaubstances Subject to Registrattanid
- Information on whether or not registrant wants écabLead Registrant

[Note] Documents for verification on handling any‘&iisting Chemicabubstance Subject to Registration

Type Essential documents to be accepted
Manufacturer Certificate of Composition, etc.
- Importatior License(imporiatior declaratioi)
Imoorter - Records of business with overseas exportersifegice, packing list,
P letter of credit)
- Certificate of Composition or LOC (Letter of Camfiation), etc.
Potential - Business plan (including signat/or stam| of company representati
manufacturer / | - Documents related to planned business with ogasregporter in case o
importer importer (e.g. invoice, etc.)

Only Representativ
appointed by
overseas
manufacturer/
formulator

- Certificate for Appointment of Only Representativ
- Importer details, etc.

¥ “Certificates of Compositidhissued within no longer than 1 year are acceptable



