
Annex A
Updates and Amendments to the ASEAN Cosmetic Directive (ACD) Ingredient Annexes

The updated ASEAN Cosmetic Directive (ACD) Ingredient Annexes incorporating the new and amended entries adopted during the 29th ASEAN Cosmetic Committee (ACC) Meeting and its related meetings are posted in the Food and Drug Administration (FDA) website. The tabulation below representing the new and modified entries of the ACD Ingredient Annexes are shown only for easy reference of the cosmetic industry.


A. ACD Annex II - List of Substances Which Must Not Form Part of the Composition of Cosmetic Products
1. ACD Annex II Ref. Nos. 1067 and 1129

From
	Substances
	CAS Number
	Ref. No.

	4,4'-Carbonimidoylbis[N,N-dimethylaniline] 
	492-80-8
	1067

	Salts of 4,4’-carbonimidoylbis[N,N-dimethylaniline] 
	---
	1129



To
	Substances
	CAS Number
	Ref. No.

	4,4'-Carbonimidoylbis[N,N-dimethylaniline] and its salts 
	492-80-8
	1067

	Moved or Deleted (See Ref. No. 1067) 
	---
	1129



2. ACD Annex II Ref. Nos. 1130 and 195

From
	Substances
	CAS Number
	Ref. No.

	1,2,3,4,5,6-Hexachlorocyclohexane (BHC-ISO) 
	58-89-9
	195

	1,2,3,4,5,6-Hexachlorohexanes with the exception of those specified elsewhere in this annex 
	---
	1130



To
	Substances
	CAS Number
	Ref. No.

	1,2,3,4,5,6-Hexachlorocyclohexane (BHC-ISO) 
	58-89-9
	195

	Moved or Deleted (See Ref. No. 195) 
	---
	1130







3. ACD Annex II Ref. No. 1117

From
	Substances
	CAS Number
	Ref. No.

	trans-4-Cyclohexyl-L-proline monohydrochloride 
	90657-55-9/ 68127-22-0
	1117



To
	Substances
	CAS Number
	Ref. No.

	trans-4-Cyclohexyl-L-proline monohydrochloride 
	90657-55-9
	1117




B. ACD Annex III - List of Substances Which Cosmetic Products Must Not Contain Except Subject to Restrictions and Conditions Laid Down

1. ACD Annex III, New Entry (Climbazole)

	Ref No
ACD #

(EU #)
	Substance/CAS No
	Restrictions
	Conditions of use and warning which must be printed on the labels

	
	
	Field of application and/or use
	Maximum authorised concentration in the ready for use preparation
	Other limitations and requirements
	

	A
	B
	C
	D
	E
	F

	To be determined


	Climbazole


	a. Rinse off shampoos as antidandruff agent

b. Leave on face cream, hair lotion and foot care
	a. 2.0% 


b. 0.2%
	
	













2. ACD Annex III Ref. Nos. 8(c) and 9(b) 
From
	Ref No
ACD #

(EU #)
	Substance/CAS No
	Restrictions
	Conditions of use and warning which must be printed on the labels

	
	
	Field of application and/or use
	Maximum authorised concentration in the ready for use preparation
	Other limitations and requirements
	

	A
	B
	C
	D
	E
	F

	8c


	Ethanol, 2,2′-[(2- nitro-1,4-phenylene)diimino]bis- (9CI)

N,N′-Bis(2-Hydroxyethyl)-2-Nitro-p-Phenylenediamine

CAS No. 84041-77-0



	(a)Hair dye substance in oxidative hair dye products

(b)Hair dye substance in non- oxidative hair dye products

Use for dyeing eyelashes and eyebrows is not permitted.

	


b. 1.5%
	(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1%


For (a) and (b)
The direction for use “wear suitable gloves” must be included in label or leaflet text.

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg(21)

· Keep in nitrite-free containers


	(a) To be printed on the label: 
The mixing ratio.
 
[image: ]“Hair colourants can cause severe allergic reactions. 
Read and follow instructions. 
This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. 

Do not colour your hair if: 
· you have a rash on your face or sensitive, irritated and damaged scalp, 
· you have ever experienced any reaction after colouring your hair, 
· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past. 

(a) and (b)
Do not use to dye eyelashes or eyebrows.”

	8c
	1-Methyl-2,6-bis- (2-hydroxyethylamino)-benzene 

2,6-Dihydroxyethylaminotoluene 

CAS No 149330-25-6



	Hair dye substance in oxidative hair dye products


Use for dyeing eyelashes and eyebrows is not permitted.

	



	After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1%

The direction for use “wear suitable gloves” must be included in label or leaflet text.

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg(21)

· Keep in nitrite-free containers


	To be printed on the label: 
The mixing ratio.
 
[image: ]“Hair colourants can cause severe allergic reactions. 
Read and follow instructions. 
This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. 

Do not colour your hair if: 
· you have a rash on your face or sensitive, irritated and damaged scalp, 
· you have ever experienced any reaction after colouring your hair, 
· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past. 
Do not use to dye eyelashes or eyebrows.”


	To
	Ref No
ACD #

(EU #)
	Substance/CAS No
	Restrictions
	Conditions of use and warning which must be printed on the labels

	
	
	Field of application and/or use
	Maximum authorised concentration in the ready for use preparation
	Other limitations and requirements
	

	A
	B
	C
	D
	E
	F

	8c


	Ethanol, 2,2′-[(2- nitro-1,4-phenylene)diimino]bis- (9CI)

N,N′-Bis(2-Hydroxyethyl)-2-Nitro-p-Phenylenediamine

CAS No. 84041-77-0



	(a)Hair dye substance in oxidative hair dye products

(b)Hair dye substance in non- oxidative hair dye products

Use for dyeing eyelashes and eyebrows is not permitted.

	


b. 1.5%
	(a) After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1%


For (a) and (b)
The direction for use “wear suitable gloves” must be included in label or leaflet text.

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg(21)

· Keep in nitrite-free containers


	(a) To be printed on the label: 
The mixing ratio.
 
[image: ]“Hair colourants can cause severe allergic reactions. 
Read and follow instructions. 
This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. 

Do not colour your hair if: 
· you have a rash on your face or sensitive, irritated and damaged scalp, 
· you have ever experienced any reaction after colouring your hair, 
· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past. 

(a) and (b)
Do not use to dye eyelashes or eyebrows.”


	9b
	1-Methyl-2,6-bis- (2-hydroxyethylamino)-benzene 

2,6-Dihydroxyethylaminotoluene 

CAS No 149330-25-6



	Hair dye substance in oxidative hair dye products


Use for dyeing eyelashes and eyebrows is not permitted.

	



	After mixing under oxidative conditions the maximum concentration applied to hair must not exceed 1%

The direction for use “wear suitable gloves” must be included in label or leaflet text.

· Do not use with nitrosating agents

· Maximum nitrosamine content: 50 μg/kg(21)

· Keep in nitrite-free containers


	To be printed on the label: 
The mixing ratio.
 
[image: ]“Hair colourants can cause severe allergic reactions. 
Read and follow instructions. 
This product is not intended for use on persons under the age of 16. 

Temporary ‘black henna’ tattoos may increase your risk of allergy. 

Do not colour your hair if: 
· you have a rash on your face or sensitive, irritated and damaged scalp, 
· you have ever experienced any reaction after colouring your hair, 
· you have experienced a reaction to a temporary ‘black henna’ tattoo in the past. 

Do not use to dye eyelashes or eyebrows.”



C. ACD Annex VI - List of Preservatives Which Cosmetic Products May Contain 
1. ACD Annex VI Ref. No. 32 (Climbazole)

	Ref No.
	Substance/CAS No(19)
	Maximum authorised concentration in the ready for use preparation
	Limitations and requirements
	Conditions of use and warnings which must be printed on the label

	A
	B
	C
	D
	E

	32


	1-(4-Chlorophenoxy)-1-(imidazol-1-yl)-3,3- dimethylbutan-2-one) (+) 

a. Rinse-off shampoos
b. Leave on face cream, hair lotion and foot care


	


a. 0.5%
b. 0.2%
	---
	---



D. ACD Annex VII - List of UV Filters Which Cosmetic Products May Contain
1. ACD Annex VII Ref. No. 23 and 23a (Methylene Bis-Benzotriazolyl Tetramethylbutylphenol or MBBT and its nano form)

	Ref. No.
	Substance
	Maximum Authorized Concentration
	Other limitations and requirements
	Conditions of use and warnings which must be printed on the label

	23
	2,2’-Methylene-bis(6-(2H-benzotriazol-2-yl)-4-(tetramethyl-butyl)-1,1,3,3-phenol);2,2’-Methylenebis(6-(2H-benzotriazol-2-yl)-4-(1,1,3,3-tetramethylbutyl)phenol) (Methylene Bis-Benzotriazolyl Tetramethylbutylphenol/MBBT) 
CAS 103597-45-1 
	10% (1)
	
	

	23a
	2,2’-Methylene-bis(6-(2H-benzotriazol-2-yl)-4-(tetramethyl-butyl)-1,1,3,3-phenol);2,2’-Methylenebis(6-(2H-benzotriazol-2-yl)-4-(1,1,3,3-tetramethylbutyl)phenol) (Methylene Bis-Benzotriazolyl Tetramethylbutylphenol (nano)/MBBT (nano)) 
CAS 103597-45-1 
	10% (1)
	Not to be used in applications that may lead to exposure of the end user's lungs by inhalation. 
Only nanomaterials having the following characteristics are allowed: 
· Purity ≥ 98.5 %, with 2,2′-methylene-bis-(6(2H-benzotriazol-2-yl)-4-(isooctyl)phenol) isomer fraction not exceeding 1.5 %; 
· Solubility < 5 ng/L in water at 25 °C; 
· Partition coefficient (Log Pow): 12.7 at 25 °C; 
· Uncoated; 
· Median particle size D50 (50% of number below this diameter): ≥ 120 nm of mass distribution and/or ≥ 60 nm of number size distribution. 
	


(1) In case of combined use of Methylene Bis-Benzotriazolyl Tetramethylbutylphenol and Methylene Bis-Benzotriazolyl Tetramethylbutylphenol (nano), the sum shall not exceed the limit given in column g. 




2. ACD Annex VII Ref. No. 22
[bookmark: _GoBack]
From
	Ref. No.
	Substance
	Maximum Authorized Concentration
	Other limitations and requirements
	Conditions of use and warnings which must be printed on the label

	23
	2-Hydroxy-4-methoxybenzophenone-5-sulfonic acid (Benzophenone-5) and its sodium salt
	5% (as acid)
	
	



To
	Ref. No.
	Substance
	Maximum Authorized Concentration
	Other limitations and requirements
	Conditions of use and warnings which must be printed on the label

	23
	2-Hydroxy-4-methoxybenzophenone-5-sulfonic acid (Benzophenone-4) and its sodium salt (Benzophenone-5) 
	5% (as acid)
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