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(3) we.n3.a80e Ty HIUTTADNA Aidermaysuivinen
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ANNAUNTININNITUTEYN ACSB adail 28 Yuil 1-2 wouniaw 2561
3.1 Thiosglycolic Acid and Thiolactic Acid combinations
ﬁﬂszﬁmlﬁﬁu%aﬂﬁuﬁlmL'E"aulsumiﬁlsifi'mﬁwuaﬂaﬁﬂga 2 %iln §4i “For general use of
hair waving or straightening products the maximum concentration for combination of
Thioglycolic acid and Thiolactic acid must not exceed 8% calculated as Thioglycolic
Acid. uazlduaumneli ACA avienansmsfinamsdniugeansuieuluiuasunag
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Tnegunulssimana@eveliiaviunisdurudeyaiauly “not for use around
the eye area” waztiainlueulvveansite 2 vilame WUsemalnenumuiainuinduuiiann
N15UsEY ACC ASIH 10 wag ACSB A5l 9 Tiiiuiuiauly “not for use around the eye area”)

3.2 Peanut Oil and Hydrolyzed Wheat Protein in Indonesia

1. :nMsUsEyunuginuinn s smuauiadesdieuileliaenadesiuuntyd
\A3esdensedeu assi 1/2561 ﬁﬂizsqmﬁlﬁiasﬁagamﬂﬁﬂsssqu ACSB WasingNavasiasUselne
au3n wiifesduusvmdlveiureulifiuaisi 2 adalu Annex Ii

2. 3NN5UsEYL ACSB st 28 ﬁﬂizﬂ;mﬁmmﬁmmqmiLﬁmwmimiﬁ’jﬂamaqL“‘f;Jumi
o19ldluiadosd1919 annex Il wazdinadeduldlutud 1 funeu 2562 WHudull sniu Yszme
SulaiFefivenumusienisalsnana

3.3 ACA’s Draft a statement detailing of 1,4-dioxane

1. a]1ﬂmi‘u5861411@mzﬁﬂmuﬁmim’m'ﬁmmuLﬂ%@ﬂﬁwamﬁa‘[ﬁaamé’aaﬁ’uwﬁmzﬁa
\iasdrensedou adail 1/2561 ﬁﬂizﬂgmﬁumﬁﬁmumm‘sﬂmﬁau 1,4-dioxane 7 10 ppm Tu
anSauridnsazU (eefinsaiuaulu raw material) uazsedeyaain ACA Wnawe

2. anMsUsEEs ACSB ASafl 28 fiuszaniiufls ACA 19 statement dwfunisuuieu
1,4-dioxane ﬁﬂmwﬁm’fuq@qmlmﬁu 25 ppm warliifisdennuiild 1,4-dioxane Yuidlouldlsiiu
25 ppm aslu Guideline for Limits of Contaminants for Cosmetics mmzﬁasﬂiswdwﬁa%’agamﬂ
ACA

3.4 Process for New Materials

1. ACA Lauamzmum&auamﬂmﬁlﬂagﬂu EU Ingredient List 35 11p30ed10198u
1o lnganansniaueanssiiu 2 1eamns e wieaun1assiiiu Delegate  vosusiazUsEing n3e
auaugudnfifuannues ACA uwazlauonu template 09 ACSB anniuagiimstiauadoya
w15l ACSB 915007 Uazkaus ACC MNadiu

2. 9nMsUsEa ACSB afeil 28 ACA tiaueisnsiaueaslulianisviau ACSB uay
ACC W15007 wazUssinaannBnell ACA 99911919 Template N15L@UDIIENITETT Wagnn ACSB
finsanudliieidu ASEAN quideline document Tngfliingnainiauslunisussyu ACSB afafl 29
soly vaurilegszminasedayann ACA

uANUTEYN

1559 4 Besdusiios
4.1  Triclosan and Annex VI Clarification and Corrections
91nn13UIEYn ACSB afadi 28 ﬁﬂizsqmaiﬁﬂszﬁm ACSB @9un1u European
Commission F4A213dALaw3 Triclosan @unsaldidu antimicrobial agent finnadudu 0.3% Tu
in3osdonamsolyl serinelsidudunnsld Triclosan Wuansiudenudorsmuniiy
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Mr.Salvatore D'Acunto (Head of Unit Health Technology and Cosmetics,
European Commission) lanaudednaiunis e-mail 31 “Annex V of the EU Cosmetics Regulation
consists of a positive list of preservatives allowed in cosmetic products. Furthermore, as  per
Article 14(d), if a substance is listed in Annex V, it can also be used for non-preservative purposes
but in accordance with the exact same restrictions laid down in Annex V or in accordance with
the restrictions laid down in Annex lll (if the substance is also listed in Annex Ill).

In the case of triclosan, it is currently regulated in entry 25 of Annex V, which
means it is allowed as a preservative in the following product types:

a) Toothpastes; Hand soaps; Body soaps/Shower gels; Deodorants (non-
spray); Face powders and blemish concealers; Nail products for cleaning the fingernails and
toenails before the application of artificial nail systems — maximum concentration 0,3 %;

b) Mouthwashes - maximum concentration 0,2%

Since triclosan is not listed in Annex lll, this means that it can be used for
non-preservative purposes (i.e. antimicrobial) with the same conditions of use as laid down in
columns f and g of entry 25, Annex V. Please note that the antimicrobial function must be
justified by the Responsible Person and substantiated by evidence in the cosmetic product
safety report, which is a key component of the Product Information File.

More information on the cosmetic product safety report can be found in Annex | of
the EU Cosmetics Regulation as well as in the Guidelines on Annex | to Regulation (EC) No 1223/2009:
https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32013D06 74&from=EN.”

ernAweusinaniaenndesfy Preamble 7 ACSB Secretary thiauslunsussruads

Tk I

1. Preservatives are substances which may be added to cosmetic products for the
primary purpose of inhibiting the development of micro-organisms in such products.

2. The substances listed in this ANNEX can have other purposes apart from
inhibiting the development of micro-organisms in the product, in such case the concentration
must not exceed the maximum concentration laid down in this ANNEX unless the substance is
marked with a (+).

3. The substances marked with the symbol (+) may also be added to cosmetic
products in concentration other than those laid down in this ANNEX for other purposes apparent
from the presentation of the products, e.g. as deodorants in soaps or as anti-dandruff agents in
shampoos. The listing of the substance in another ANNEX with any restrictions to the use of
that substance for other purposes will be indicated by a footnote to this ANNEX.

4. Other substances used in the formulation of cosmetic products may also have
anti-microbial properties and thus help in the preservation of the products, as, for instance, many
essential oils and some alcohols. These substances are not included in the ANNEX.

5. For the purposes of this list

“Salts” is taken to mean: salts of the cations sodium, potassium, calcium,

magnesium, ammonium, and ethanolamines; salts of the anions chloride, bromide, sulphate, acetate.



-4 -
“Esters” is taken to mean: esters of methyl, ethyl, propyl, isopropyl, butyl,
isobutyl, phenyl.
6. Al finished products containing formaldehyde or substances in this ANNEX and
which release formaldehyde must be labelled with the waming “contains formaldehyde”

where the concentration of formaldehyde in the finished product exceeds 0.05%

Ualaua
Fneaviun1svelinussyuiansan Preamble Tvisifl ACSB Secretary taue

UANUITYY

4.2 NN-Bis(2-hydroxyethyl)-2-Nitro-p-phenylenediamine and 2,6-Dihydroxyethylamino-

toluene, and several new hair dyes

1. @13 N,N’-Bis(2-hydroxyethyl)-2-Nitro-p-phenylenediamine g 2,6-Dihydroxyethyl-
aminotoluene 67}0LﬁuﬁﬁamugﬂL‘ﬁmL‘i'flua’limﬁﬂﬂuﬂ’limﬁmLﬂ%ﬂﬁﬂmﬂ (Annex 1) ann1sUIZYN
ACSB ASeit 27 Uszinaaun@nildodanmiesninudasads §9 ACA Lalvivayadn N,N-Bis(2-
hydroxyethyl)-2-Nitro-p-phenylenediamine 3 Margin of Safety ﬁgﬁmnLLﬂ%ﬁﬁﬁﬂﬂﬁTﬂuU%mm
ﬁq&ﬁqﬂu EU Regulation

NMsUsERL ACSB Afeil 28 fissauiudlvidnddoumndulunndainiesdions
(Annex II) Fadl “N,N’-Bis(2-hydroxyethyl)-2-Nitro-p-phenylenediamine,  2,6-Dihydroxyethyl-
aminotoluene, HC Red No. 17, HC Yellow No. 17, 1-Hexyl-4,5-diaminopyrazole sulphate,
2,5,6-Triamino-4-pyrimidinol sulphate, Hydroxyethoxyaminopyrazolopyridine HCl, 3-Amino-
2,6-dimethylphenol, Basic Brown 17 and Basic Blue 124. Imﬁwaﬁ\iﬁuwﬁmmamﬁm%mﬂiL“fJul‘U
audormunnsluriosmanauaslsiihosnansiowasliundowst Juft 1 Suaay 2562 Wuduly”

wadl AUszyul ACA dniausuTuimnisldans NN-Bis(2-hydroxyethyl)-2-Nitro-p-
phenylenediamine and 2,6-Dihydroxyethylaminotoluene, and several new hair dyes uagl
Uspiaaudniauensiiuguaasfnanlifissgmelunsussgu ACSB el 29 siely

2. INNTAVAUTDYANITIAUIINUNITIAUIY N,N-Bis(2-hydroxyethy)-2-Nitro-p-
phenylenediamine II7UIU 6 A5V ”Lahmmﬂ'%mmﬁamﬁa LATWUNITIALIIANT 2,6
Dihydroxyethylaminotoluene 81121 28 #1¥u SUsuaasiinaitazldiiuiidmualy (1% na
Nay) Ao 4% founaliiiu 6 f13u Tnsiheiau1s ssvhnsnsaaeuieudsnildansdnaniiu uas
Foledevieudsliustmmsuiieliduas wietlusnudunendndely

daiaua
FN8LaY YN SUE WU SEYURATUINWININITIAYI PMS mufidheiaun taue

uANUTEYN
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4.3  Climbazole in Europe

1. nnsUsean ACSB adsil 28 ACA  Tdinauedouaiisafunisussdiuanna
Uaansiuvee Climbazole waztatausveiningnainnssululseneaui¥n EU sio EU commission
Reafunsld Climbazole feil

- 2% as antidandruff in shampoo (and inclusion on EU Annex III)

- 0,5% as preservative in shampoo (EU - Annex V)

- 0,2% as preservative for individual use (Hair lotion, Face cream, footcare)

fszaiiureunai ACA tausfe Iinannsld Climbazole iuingiuds Taglild
\3esnng + lum1519909 Climbazole  waglvise EU Usemianisldansdandrnfuansensldidu
\A3esd0198nass

2. Ussndlnesmualians Climbazole 1uarsenaldluniswdnniasdions
(Annex IIl) fienandudu 2% Tu rinse-off hair product wa 0.5% lu leave-on hair product way
annsaldifuingfuden 0.5% lunnuansosi

3. anrilogsgvinesedoyain EU commission

daiaua
Fnetavyn1svelifuseyuiiansannsly Climbazole mudeaiaueilniagnangsy
Gilh

UANUITYY

4.4 The safety information of Malachite Green
1. 9nMsUsEguamyinauiansaunsmuaaiesdienaiieliaenadosiy

undgfindesdorendou adefl 1/ 2561 Ussmaiauludiaueliiiuans Malachite green S1umu
3 61 Ine Malachite green hydrochloride uay Malachite green oxalate vJuansiulddgaud
1188 uaz 3 fafivszmaiavdudiauoduaisiiuld eswndu  malachite  green-related
compounds

nmsaudul cosing WUt @15818UT 1 cas 633-03-4 @15 Ethanaminium, N-(4-
[ (4 -( diethylamino)phenylphenylmethylene]-2 ,5 -cyclohexadien-1 -ylidine)-N-ethyl- and its
salts, when used as a substance in hair dye products Huansvulddsud 1299 uslinu cas
Ya3asaUTl 2 uay 3 Tunsdududanann

lagainnisuszyulasunsudeyaann we.ng.aaesiny Faussdonia 31 Malachite
green Tagiannz chloride salts tu fifiwannninndesuuuudu waznslinng oral wafiddnyyils
fin Thyroid Cancer, liver CA ldlunyitaaasine waglunyinadvinlviAn testis CA Wfisiin Tumyne
FevhliAnu SasusisnAnuiy wardeyaann naylwdu wanvs 31 Malachite Green §innsld
Ty eve liner sauvimstdifugnsnuidesivitluoin

2. 31nn1sUseau ACSB adsdl 28 ﬁﬂizﬂgmdﬁ ACA asiadeudeyanulaeniuuay
diauslunisuszyu ACSB adadl 29 lnsfiuszguveliussmaandnasiaudoyanisanuds
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anfueinidaisusenau Malachite Green 13 2 67 wazdiuinisolunisuseyu ACSB ASIN 29

>

LUy
3. eau1 a5 URdINUd Ussindalvelidounnlild Malachite green 713 3 ¢a
puUsmaiaUTudiaue vsllegseninsedeyaninuasnsiuain ACA

daiaua
FeiauIun1sve NUseguinnsannsifinansie 3 fqlu annex Il wivelvitinady
FaLau

UANUITYY

4.5 Safety review on antimony

1. nnsUsEYn ACSB asedl 28 dunulssimadaalufiauedn aann1siFendu
wpsdansiifimstuidounats v antimony 1 iiumsfinnsuauenissiaTunumstuion
antimony aslu Guideline for Limits of Contaminants for Cosmetics

2. ACA Huavi Yagtiu antimony Wuansriaildegud uidn MoS tugs v u
avUszmaanaiidormualyl antimony Yuideuldusndistu ddu ACA velundoyaniuvasnde
299 antimony wazthiauslunsUssyu ACSB adsdl 29 sialy

3. Jagtiuussmalnedinun antimony 3o wads tuansiulddrdud 40
Antimony and its compounds AHUSENANTENTIAISITUEY 1309 Toingiivinaltiudiunay
Tumsnanaesdions w.e. oeee

4. vaurilegseningsedeyadnn ACA

TRIGID)
Fnetav N iU seuinnsannisimuaysunanisuuleuves antimony

EEATEY

4.6 Joint Opinion Statements

1. 9INn13UsEa ACSE ASafl 28 funuussmafiauTudiauslivia Joint Opinion
Statements 97143 3 1384 léuA Heavy Metals, Hydroquinone uag Tretinoin ifleanniidara
nnsldans viemsuudeuansdandn Tnefivssyumeliussmaandnnuniuans 5 siedidenna
fraanmslddiiariunis weddls ACA umfiodnduduans uazdnda Task Forces $amfiu
AunuUsEmAgngn lun1s3avin Joint Opinion Statements sty

2. fhegiavrm valauelilseimalngiauenuniuans 4 wila Ao Hydroquinone,
Tretinoin, Mercury compound &8¢ Heavy Metals ﬁ?faLﬁumﬁﬁwumﬂium%aﬁwmaﬁﬁmiaméﬁa
assnaaivi oY Faduasialdinumnluussmelne

Ualaua
fgtaviyn1svelunussguiiansannisivunanslun1sdavin Joint  Opinion

3

Statements
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'J"Ii%ﬁ 5 Lé@\‘ilaﬁui]l»ﬁlaﬁﬂqim']
5.1 Nano form of 2,2'-Methylene-bis(6-(2H-benzotriazol-2-yl)-4-(tetramethyl-
butyl)-1,1,3,3-phenol), MBBT, (EU 2018/885)
90 EU  regulation 1 2018/885 il fudi 20 fiquieu 2561 mmualiuiluans
Joafuuasuanddud 23 uazifinansdfuil 23a Taoifunsifiunisld MBBT 5ULUY nanomaterial
iwam%‘ammmaﬂmmuu 1

daisue
Aetaviyn1svelinussyuiiansannisuilokasiiinarstesiuuaiunn MBBT
JULUU nano form wagsseziiannavdeduldansasnany

UANUITYY

5.2 Tagetes (EU2018/978)
1. 910 EU regulation 7 2018/978 iflefuil 9 nsngnau 2561 fviuaiivanssiuiu
3 gnseiatl
1) asmaifiviald (Annex 1) $1u7u 1§16 fie §16Uil 1383 Tagetes erecta
flower extract ILa¢ Tagetes erecta flower oil losannsiin phototoxic Y83a1554NaA7
2) ansoraliiudrunaslunisndnedesdrons (Annex NIl $1u3u 2 §16u un
g1euil 308 Tagetes minuta flower extract 139 Tagetes minuta flower oil wazddudi 309
Tagetes patula flower extract #39 Tagetes patula flower oil Tnesaasduiiteulunisld
wilouiu A Leave-on products Tglaliitiu 0,01 % wag Rinse-off products llaldiAn 0,1 %
Inenslaansaenan desdl Alpha terthienyl (terthiophen) content in the extract/oil Uasniuse
WAy 0,35 % SauvsluNAn el leave-on product v Ll unds oeidesfunauan wagming
nsldans Tagetes minuta wag Tagetes patula $unU a@susazdfesltusualiiiuaududy
geandimvualy
FALONANTILUY 2
2. MINNSAUAUTRYANITINUIBIUsEWAlME WU
> Tagetes erecta Fauluasiuldinu EU regulation i 2018/978 Fsluszuu
msanwdelinmsTdtanun s1uau 73 drdu wenidu
1) Tagetes erecta extract M5IUIIUIU 6 FIFU
2) Tagetes erecta flower extract dnslUINUIY 62 15U
3) Tagetes erecta flower oil dnslEIwIY 5 615U



g
> Tagetes minuta Faduaisenaldaniy EU regulation i 2018/978 Falu
sruun1saaudelinsldanun S1uau 21 didu Gelaiimsssyuinansldansdnannnne wen
Ju
1) Tagetes minuta flower dnsl31UIY 3 F15U
2) Tagetes minuta flower oil in15l431uu 18 sy
> Tagetes patula flower oil Faduarsenaldanu EU regulation i
2018/978 Fsluszuunisaaudelinsldianun 1 @3y Felaifinsseyuimnanisldansdendinun
noau
> shuvaiinisld Tagetes ol Bslaiszy species wazUmnmuanutuduvesansly
gnsan 1 sy

UaLeUD

FN8LavIUN15Y0 INUTEYURNTAINITNISHINATTNS 2 NY kazTuzaINz ey
Idansfanan

uANUTEYN

21529 6 15099U¢ (81%)
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TCMA 133/2561
October 12, 2018

Dr Khin Zaw

Director General

Food and Drug Administration
Ministry of Public Health,
Myanmar

Re : Requirements for Cosmetic Notification and Labeling

Dear Dr Khin Zaw

TCMA, the Thai Cosmetic Manufacturers Association, would like to convey our warmest greetings to you
and the Food and Drug Administration of Myanmar.

The Thai Cosmetic Manufacturers Association (TCMA) was established in 1965 with the initial objective
to bring all cosmetic industry members who conduct business in Thailand and some of them are having
affiliates and/or exporting their cosmetic products and raw materials to Myanmar into one forum to
promote safety and quality of products to consumers.

Today, TCMA has grown to become the biggest Cosmetic Association in Thailand and ASEAN with over
six hundred members. Our members are engaged in the business of cosmetic manufacture, importers,
distributors and retailers of cosmetic products as well as the suppliers of cosmetic ingredients and
packaging materials.

Myanmar is an important market for our members companies, the total value of cosmetic export to
Myanmar was at 137 million USD in 2017 and we follow closely ASEAN intra-trade and regulatory
development affecting our industry.

As you well know, the ASEAN Harmonised Cosmetic Regulatory Scheme (AHCRS) was signed by
Governments of the 10 ASEAN Member States in November 2003 with the clear objective to eliminate
technical barriers to trade while ensuring consumer’s safety. We have recently been informed that the
new Cosmetic Regulations will be issued by Myanmar Government. We would like to ensure these stay in
line with ASEAN agreement and do not impose additional requirements that are overly burdensome,
and not contributed to consumers safety in the following areas :

L Cosmetic Product Notification Requirements.

We acknowledge the effort of Myanmar FDA in implementing the notification system since January
2011, and with in the spirit of the agreed notification approach the information on particulars of the
product, particulars of the manufacturers as well as details of the company responsible for placing
product in the market and product ingredient list were provided. The applicants also have to sign the
declaration that the product in the notification meets all the requirements.



While we acknowledge the acceptance of evidences of product notifications notified in other ASEAN
Countries as an assurance of compliance. We would urge Myanmar FDA not to impose further
requirements for submission of other documents such as GMP certificate and Certificate of Free Sales.

The person responsible for placing product in the local market must be responsible for ensuring, safety,
quality and claimed benefits of the cosmetic products and ensure that products are manufactured in
compliance with ASEAN GMP. Any further efforts to ensure compliance should be carried out via an in-
market control process.

We would support Myanmar FDA in your activities on the post marketing surveillance and TCMA would
be happy to provide further assistance in this area.

IL Cosmetics Labelling Requirements

We would like to seek further clarification with regards to the requirements for cosmetic labelling on
the following areas :

1) Caution/ Warning statement -The condition of use and warning statement which must be
printed on labels should follow the ASEAN agreement as laid down in the Annx IIl - Restricted
substances, Annex VI list of Preservatives and Annex VII - List of UV filters.

2) Storage condition - Cosmetic products will remain safe and fit for their purpose for a long time
provided they are stored under suitable conditions. The ASEAN Consumers Information
Handbook on Cosmetic Products make recommendation for consumer to take note when storing
cosmetic products. (attached ref page 17)

3) Expiry Date - As per ASEAN Cosmetic labelling Requirements the date of minimum durability
shall be the date until which this product, stored under appropriate conditions, continue to fulfil
its initial function and, remains in conformity with safety requirement in Article 3.

The indication of expiry date shall be mandatory for cosmetic product with minimum durability
of less than 30 months.

PlIs find the attached information of worldwide labelling requirements and their perspective on
expiry date of cosmetic products.

4) Myanmar language labelling- In order to ensure that the industry has prepared the labeling
in compliance with Myanmar labeling law, we would request the FDA to allow industry to do the
local re-labeling and/or stickering. The re-labeling and/or stickering over the original
packaging complying to local law should be allowed to perform locally within 30 days after
product shipped into the country prior putting the products in market places.

We appreciate the enduring efforts of Myanmar Government for pursuing harmonisation under the
ASEAN Harmonised Cosmetic Regulatory Scheme. We would kindly draw your attention on these issues
and seek your support to postpone the decision to implement these new regulations, and to consider
TCMA concerns. We would also like to ask for the grace period for preparation to comply with the new
regulations for two years after the new laws have been officially implemented in Myanmar.

We would be happy to provide further clarifications and information needed.
Sincerely Yours,

Ms. Ketmanee Lertkitcha
President TCMA

& Chair Person of Cosmetic Group
The Federation of Thai Industries



