INGREDIENTS IN COSMETIC PRODUCTS

(Presented by FMM-MCTIG)

In addition to the guidelines for registration of cosmetics and toiletries which provides information and procedure for registration, there are annexes that provide detailed guidance to each specific area.   The aim of this presentation is to clarify these annexes so that applicants for registration can have full understanding of the regulation and limitations so as to make appropriate submission for speedy approval.
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ANNEX I

Part 1 – Classification of Products


The products are now classified into 2 categories.

Category 1 products (see list 1) are those due for registration from 1st January 2002.   

The rest of products fall under Category II.   They will have to be registered from 1st January 2003.

Part 2 – GMP/CFS Certification (see list 2)

This lists out the organisations over the world which are recognised by the Ministry of Health for the issuance of Certificate of Good Manufacturing Practice (GMP) and Certificate of Free Sale (CFS).   This concerns importers who require these certificates for the registration of imported products.   In the case where the country of origin has no recognised organisation in the list, a national regulatory body such as the Ministry of Health or even an association of trade may be recommended for evaluation for the acceptance of its certification by BPFK.

Part 3 – Non-Permissible Cosmetics Claim List
It provides a list of claims which are prohibited to be used for cosmetics and toiletries.   It is agreed that the interpretation of words used in making claims may vary from person to person and from case to case.   Since the computer cannot decipher whether your claim is valid or not, every submission has to be assessed personally by the BPFK officer.   This might become the bottleneck of the approval process.   Therefore, for simplicity and speedy processing of registration, the choice of words in making a claim becomes the determining factor for approval.   In order to save time and work, it is the duty of every applicant to exercise careful consideration in making claim to his product in accordance to the guideline, which will be given by Puan Anis Talib after this.

Part 4 – Format of Letter
This section provides the format of GMP and CFS certificate and also the format of the application form and clearance letter for importation of samples.

Part 5 – Listing of Ingredients 

This provides information regarding how ingredients should be listed particularly in the registration form and package label.   They should be listed in descending order of percentage in composition.   The name of each ingredient should be given as in INCI (International Nomenclature Cosmetic Ingredient) with its CAS number (Chemical Abstracts Service Registry number).   The name and number can be obtained from the list of Standard References given in Part 6.

In order to harmonise globally in the naming of cosmetic ingredients USA, EU and Japan in 1999 had agree to adopt INCI and so are many other countries.

Each ingredient is also assigned its identification number know as CAS number for easy identification and reference purposes.

For example :

Denatured Ethyl alcohol in INCI is known as Alcohol Denat. and no longer given as SD alcohol (specially denatured).

For botanical extract :  Latin Binomial Name (genus/species) is used as first part of INCI Name.

Tangerine (Citrus Tangerina) Oil  
becomes
Citrus Tangerina Peel Oil

Fig (Ficas Carica) Juice
becomes
Ficus Carica Fruit Juice

Aloe Barbadensis Extract
becomes
Aloe Barbadensis Leaf Extract

In some cases, more than one INCI names and CAS numbers are available, for example, polymers may share a CAS number that is generic to variable chain length of a common monomer mixture. Conversely, chemical may also have more than one CAS number when it represents a generic chemical group.

        Trade Name

                          INCI Name

CAS Nos.
(1)
Betaine
Betaine
107-43-7

(2)
Cocobetaines
Cocamidopropyl
61789-40-0



Betaines
83138-08-3




86438-79-1

The fatty acids derived from coconut oil vary in chain length, hence the difference in CAS numbers.

(3) Acritamer )  910, 934,
Carbomer
9007-16-3


Carbomer )  940, 5984

9003-01-4


Carbopol  )

9007-17-4


Carbomer is a homopolymer of

76050-42-5


acrylic acid cross-linked with

9062-04-8


an allyl ether of pentaerythritol


an allyl ether of sucrose or

 
an allyl ether of propylene
 

INCI name and CAS number of an ingredient can be obtained from International Cosmetic Ingredient Dictionary and Handbook or other publications given in the list of Standard Reference Part 6.   For those who need to search for INCI name and CAS number occasionally, the following web site can be consulted:-

For CTFA on-line 
–
www.CTFA-online.org.

For CTFA CD-ROM 
– 
www.CTFA.org.

For latest information  
– 
www.COLIPA.com
In the event of formulating a cosmetic product with unique local content such as Tongkat Ali extract in massaging oil or pandan and kesum leaf extract as fragrance in shampoo, the applicant for registration of the product, needs to state clearly the local and scientific name for evaluation.   Such unique ingredients of Asean origin will later be captured in the Asean Ingredients Handbook which will be under the scrutiny of Asean Scientific Committe soon to be formed.

Part 6 – List of Standard Reference
This list provides 6 references to be used for cosmetic ingredient nomenclatures and chemical specifications.

ANNEX II - Banned Ingredients List

It lists out some 420 ingredients which are forbidden to use in cosmetic and toiletry preparations.   This list is by no mean exhaustive as new information may add new ingredient to or delete existing ingredient from this list.   However, it is acceptable that certain minute amount of these substance may be present as impurities in other common ingredients.   For example, nitrosamine (410) is found in cocoamide but should not exceed 100 ppm.   Dioxane (343) can be found in sulphonated detergents as an impurity but should be kept as low as possible below 50 ppm.   Most of the chemicals in this list are potent pharmaceuticals or poisons or carcinogenic in nature and should not form part of cosmetic and toiletry preparations.

ANNEX III - Restricted Ingredients List

It lists out substances that cosmetic products must not contain except subject to restrictions and conditions laid down in the list.   For example, hydrogen peroxide when use in hair care preparations must not exceed 12% while in skin-care preparations must not exceed 4%, in nail hardening preparation must not exceed 2% while only 0.1% is allowed in oral hygiene products.   There is no restriction for ( & ( hydroxylic acid (AHA & BHA).   This does not mean that one can put in high concentration of AHA and BHA in peeling preparations and cause unpleasant allergy to every consumer.

ANNEX IV

Part 1 – The List of Colouring Agents

It provides list of colouring agents allowed for use in cosmetic product.   It also specifies the field of application in separate columns:-

(1) Colouring agents allowed in all cosmetic products.

(2) Colouring agents allowed in all cosmetic products except those intended to be applied in the vicinity of the eyes, in particular eye make-up and eye make-up remover.

(3) Colouring agents allowed exclusively in cosmetic products intended not to come into contact with the mucous membrances.

(4) Colouring agents allowed exclusively in cosmetic products intended to come into contact only briefly with the skin.

(5)
The other limitations of usage are also given in the last column, for example, 3% maximum for certain red dye or 5 ppm maximum for dimethyl benzidine yellow dye can be used.

For export market, it is advisable to use formerly known as FD&C (Food, Drug & Cosmetic) or D&C (Drug & Cosmetic) dyes such as FD&C Blue No. 1, FD&C Yellow No. 5 and D&C Red No. 6 as they are widely acceptable.   The new acceptable abbreviated labelling name becomes Blue 1, Yellow 5 and Red 6 and so forth.   INCI labelling names for hair dyes in US and EU are the same.   For simple chemical structure, the chemical name of the dye is used.   When the chemical structure is very complex or mixed the prefix HC is added, such as HC Blue 4.

Under Annex IV Part 2 :  Lakes and salts of these colouring agents using substance not prohibited under Annex II or not excluded under Annex V from the scope of this list are equally allowed.

ANNEX V - Others excluded from scope of directive

Strontium and its compounds with the exception of strontium lactate, strontium nitrate and strontium polycarboxylate listed in Annex II, strontium sulphide, strontium chloride, strontium acetate, strontium hydroxide, strontium peroxide under the conditions laid down in Annex III Part 1, and of strontium lakes, pigments and salts of the colouring agents listed with reference(3) in Annex IV, Part 1.

ANNEX VI

Part 1 – List of preservatives allowed

In the use of preservatives, this list provides reference for the maximum amount allowed to be used in cosmetic products.   For example, formaldehyde and paraformaldehyde can be used at 0.1% concentration for oral products as preservative but up to a maximum of 5% can be used in nail hardeners as described in restricted list.   As a preservative, pyrithione zinc can be used up to 0.5% whereas in a shampoo it can be used up to 1% as in the restricted list.   Similarly, triclocarbon can be used at a maximum of 0.2% as a preservative but it is not in banned list nor restricted to any concentration as an external deodorant.   Therefore, there is certain cross-over of substances in use as preservatives and as functional ingredients.

ANNEX VII - 
UV filters

There are two types of UV filter namely physical and chemical UV filters.   There is no limit for physical filters such as titanium dioxide and zinc oxide but chemical UV filters are restricted according to this list, as a few of them have been indicated to be carcinogenic.   These ingredients are mainly used in the sunscreen preparations and are intended to filter certain UV rays in order to protect skin from harmful effect of these rays like sunburn and excessive pigmentation.   Suncream preparations are under category II.

With the limit of time, it is not possible to go through every list in detail, and it is not necessary to rush for a copy of all these lists, because BPFK will open a web site soon to provide you with all of them for downloading at your convenience and free of charge.
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