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On November 11, 2022, the EU released the Commission Regulation (EU) 2022/2195, introducing

new amendments to the use requirements for cosmetic ingredients in Regulation (EC) No

1223/2009 (Cosmetics Regulation). All amendments aim at the lists of restricted ingredients and
permitted UV filters, based on the opinions from Scientific Committee on Consumer Safety
(SCCs). !t

1. List of Restricted Ingredients: two added and one revised

Butylated Hydroxytoluene (CAS No 128-37-0) is currently not included in the ingredient lists in
the Cosmetics Regulation, while Acid Yellow 3 (CAS No 8004-92-0) is an annexed colorant
allowed for use in cosmetics without maximum concentration. In 2021, SCCS provided its advice

on the safe use of Butylated Hydroxytoluene and Acid Yellow 3 in cosmetics respectively. In view

of SCCS's opinions, these two ingredients are newly included into the List of Restricted Ingredients
with use restrictions.

Resorcinol (CAS No 108-46-3) is listed under Entry 22 of the restricted ingredients list. When used
in hair dye products, products containing Resorcinol shall be labelled with "Do not use to dye
eyelashes or eyebrows". Since hair product includes product intended for coloring eyebrows in
accordance with the Cosmetics Regulation, the warning in current labelling requirement should
therefore be amended.

The details of these amendments are shown in the table below (the text in red indicates changes to

the previous list):



https://cosmetic.chemlinked.com/
https://cosmetic.chemlinked.com/database/view/1377
https://cosmetic.chemlinked.com/list?listId=256
https://health.ec.europa.eu/publications/butylated-hydroxytoluene-bht_en
https://health.ec.europa.eu/publications/acid-yellow-3-c054-cas-no-8004-92-0-ec-no-305-897-5-submission-ii_en
https://kcia.or.kr/home/edu/edu_01.php?type=view&no=14999&ss=page%3D1%26skind%3D%26sword%3D%26ob%3D
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[Chemlinked] Indonesia Consults on the Amendments to Required

Documents for Product Information File (PIF)

The draft of the Guidelines for Product Information File (PIF) clarifies the standards

for documents included in PIF, and amends the documents required in PIF.

Background

Before cosmetics are notified in Indonesia, manufacturers or importers shall prepare product inform
ation file (PIF) and provide it when the BPOM conducts examination. PIF must be kept in the form of
electronic anadyor written documents, stored properly for a minimum of 6 years since the latest prod
uction or importation of cosmetics, and updated once there are any changes. PIF can either be in En

alish or Indonesian.

On Oct. 31, 2022, Indonesia Food and Drug Supervisory Agency (BPOM) released
the draft of the Guidelines for Product Information File (PIF) for public

consultation. ' The draft is divided into 3 chapters and 16 articles with 1 appendix,

which stipulates the documents requirements, language requirements, retention
time, retention form, PIF review method, etc. The aim of this draft is to guide
cosmetic companies in preparing and compiling PIF, and guide BPOM officials to
review PIF.

Compared with the current Guidelines for Product Information File, the main

amendments in the draft are as follows:
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[Chemlinked] EU SCCS Publishes the Revised Opinion on Vitamin A

In December 2021, EU Scientific Committee on Consumer Safety (SCCS) launched a
consultation on the revised opinion on Vitamin A in cosmetics. After Considering the
comments received during the consultation, SCCS released the finalized opinion on
October 26, 2022. 1

Vitamin A (CAS No: 68-26-8 / 11103-57-4 / 116-31-4) constitutes a group of
lipid-soluble compounds including retinol, retinyl palmitate, retinyl acetate, retinyl
linoleate and retinal. Currently, it is not regulated in the ingredient annexes

to Regulation (EC) No 1223/2009. Responding to Member States' request for safety
assessment of Vitamin A, in October 2016, SCCS published the

opinion SCCS/1576/16, and concluded that Vitamin A is safe when used as a
cosmetic ingredient in:

*body lotions up to the maximum concentration of 0.05% of retinol equivalent;
*hand cream / face cream, leave-on (other than body lotions) and rinse-off
products up to the maximum concentration of 0.3% of retinol equivalent.

Later in 2020, SCCS received supplementary information regarding the exposure to
Vitamin A from additional sources such as food and food supplements, as well as the
contribution of cosmetics among the overall exposure to Vitamin A. In light of the
information received, SCCS conducted another safety assessment, and formed the
revised opinion based on the result.

In the revised opinion, SCCS reiterates the conclusion stated in SCCS/1576/16. As a
supplementary, SCCS alerts that, the exposure to Vitamin A from food and food
supplements of the most exposed consumers (5% of the total population) may
already exceed the upper limit. As the contribution of Vitamin A from cosmetics will
add to the overall exposure, it may be of concern for this group of consumers.

Reference Links

[1] SCCS - Revision of the Scientific Opinion (SCCS/1576/16) on Vitamin A
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