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TEA for octyl triazone submitted by Morgan, Lewis & Bockius LLP on behalf of BASF AG 
dated August 21,2002, is unavailable for public display until the agency determines the 
releasability of information according to 18 U.S.C. 1905,5 U.S.C. 552(b), and 21 U.S.C. 331(j). 



Morgan, Lewis & Bockius LLP 
Ill 1 Pennsylvania Avenue, NW 
Washington, DC 20004 
Tel: 202.739.3000 
Fax: 202.739.3001 
www.morganlewis.com 

Morgan Ixwis 
COUNSELORS AT LAW 

Kathleen M. Sanzo 
202-739-5209 
ksanzo@morganlewis.com 

August 2 1,2002 

BY HAND DELIVERY 

Contains Trade Secret and Confidential 
Commercial Information: Not Intended 
for Release Under the Freedom of 
Information Act 

Dockets Management Branch 
Food and Drug Administration 
Department of Health and Human Services 
Room l-23 
12420 Parklawn Drive 
Rockville, MD 20857 

RE: Docket No. 96N-0277 

Dear Madam or Sir: 

On behalf of BASF AG (“BASF”) of Ludwigshafen, Germany, and in response to a letter 

dated June 20,2002, from Dr. Charles Ganley, Director of the Over-The-Counter Drug 

(OTC) Division in the Center for Drug Evaluation and Review, we respectfully submit this 

Time and Extent Application (“TEA”) pursuant to 21 C.F.R. Part 330. The TEA is intended 

to support the inclusion of octyl triazone (“Uvinul T 150”) in the Over-The-Counter (“OTC”) 

,.- - Sunscreen Drug Products Monograph, consistent with the terms of that Monograph. This 
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TEA is in addition to our citizen petition submitted November 15, 1996 (CP 7, Docket 78N- 

0038) requesting the inclusion of Uvinul T 150 in the Tentative Final Monograph for 

Sunscreen Products for Over-the-Counter Human Use. Based on BASF’s prior submission 

of the citizen petition, BASF requests priority review of this TEA, as described in FDA’s 

Final Rule for Additional Criteria and Procedures for Classifying OTC Drugs as Generally 

Recognized as Safe and Effective and Not Misbranded. 67 Fed. Reg. 3060 (Jan 23,2002). 

Phvsical and Chemical Characteristics of Octvl Triazone 

Octyl Triazone is a safe and effective active ingredient W-B sunscreen filter manufactured 

by BASF. It has significant formulation benefits for sunscreen product manufacture and will 

be a useful addition to the active ingredients available to the U.S. sunscreen market. 

Sunscreen formulators have previously suggested to FDA the need for a greater selection of 

active ingredients.’ Review Fed. Reg. preamble to TEA rule. The chemical formula and 

structure of octyl triazone are provided at Attachment 1. The physical and chemical 

properties of octyl triazone are provided as part of the safety data sheet and Uvinul technical 

information at Attachments 2 and 3, respectively. As indicated in these materials, BASF 

proposes to limit use of octyl triazone in sunscreen products to 5% concentration by weight. 

1 See. e.g., the minutes to the lo/280998 FDA Public Feedback Meeting regarding the 
sunscreen monograph and foreign marketing proposals (Docket 96N-0277, MMl) 

I-WA/1798896 1 
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Svnthesis of Octvl Triazone 

The synthesis, purification, and manufacturing specifications for octyl triazone are provided 

in Attachment 4, which provides a summary of the manufacturing process for Uvinul T 150. 

Because of the cosmetic status of octyl triazone throughout the world, validation of the 

manufacturing process has not been required. However, BASF is prepared to validate all 

manufacturing processes in conformance with applicable good manufacturing practices if 

FDA concludes octyl tiazone is eligible for inclusion in the OTC sunscreen monograph. 

BASF also has a pending draft USP monograph for octyl triazone. 

Octvl Triazone has an Extensive Marketing Histow 

Octyl Triazone is, and has been, widely, safely, and effectively used in topical sunscreen 

formulations in thirty-five countries outside the United States. BASF has sold approximately 

800,000 kg of octyl triazone since 1989. In at least five of these countries, including *- -. 

European countries and Australia, substantial quantities of octyl &zone have been marketed 

for five continuous years or more. BASF has marketed octyl t&zone under the trade name 

Uvinul T 150, and previously under the trade name Lusantan T3, as a cosmetic sunscreen 

ingredient since at least 1989. The worldwide marketing data and supporting information for 

octyl triazone and the sunscreen products in which it has been incorporated are presented in 

Table I. A copy of the label for the bulk octyl triazone is provided as Attachment 5. 

I-WAA798896.1 
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Octvl Triazone is Regulated as a Cosmetic 

Octyl &zone, as with other topical sunscreens, is regulated and marketed worldwide as a 

cosmetic. To BASF’s lmowledge, it has not been incorporated into any product sold only as 

a prescription or over-the-counter (OTC) drug, nor has it been incorporated into any product 

that has been withdrawn or denied OTC marketing approval. Under the regulatory 

frameworks of these countries, the labeling of specific sunscreen cosmetics containing octyl 

triazone are not specifically reviewed by each country’s regulatory body, but rather, must 

generally conform with the regulations governing the labeling of cosmetics. The majority of 

the countries in which octyl triazone has been marketed utilize the regulatory framework set 

forth in the European Union (EU) Cosmetic Directive (Council Directive 76/768/EEC, July 

27, 1996, O.J. No. L 262). 

Furthermore, BDF Beiersdorf and L’Oreal, the manufacturers of the vast majority of 

products containing octyl triazone marketed worldwide, belong to COLIPA, the European 

Cosmetic, Toiletry and Perfumery Association which adheres to the labeling requirements of 

Council Directive 76/768/EEC. This Directive requires that the container and packaging 

bear the following information: (1) the name or style and the address or registered office of 

the manufacturer or the person responsible for marketing the cosmetic product who is 

established within the Community; (2) the nominal content at the time of packaging, given 

by weight or by volume, (except in certain cases); (3) the date of minimum durability; (4) 

particular precautions to be observed in use; (5) the batch number of manufacture or the 

I-WAl1798896.1 
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reference for identifying the goods; (6) the function of the product, unless it is clear from the 

presentation of the product; and (7) a list of ingredients in descending order of weight at the 

time they are added. Furthermore, the Directive was amended to permit the use of certain 

W filters in cosmetic products. In 1989, Uvinul T 150 was added to this “Positive List” in 

Annex VII, Part 1 (11 th Commission Directive, February 21, 1989, O.J. No. L 64/l 0) for use 

in concentrations up to 5% (& Attachment 6). The inclusion of Uvinul T 150 on the EU 

Positive List has allowed this substance to be marketed throughout the EU, as well as almost 

all of the Central and South American and Asian counties listed in Table 1, due to many of 

these countries’ acceptance of EU-approved cosmetic ingredients and labeling guidelines, 

Sunscreens are similarly regulated as cosmetics in Japan and subject to general labeling 

requirements. 

BASF Has no Evidence of Adverse Events for Octvl Triazone 

The countries in which octyl triazone is marketed do not have adverse event reporting 

requirements or systems for recording adverse events for cosmetics and BASF has not 

independently received any reports of adverse events concerning products containing octyl 

triazone. Furthermore, BASF conducted a search of available scientific and medical 

databases, including among others, MEDLINE, TOXLINE, and TOXBIO, and could identify 

no adverse events concerning octyl triazone or a sunscreen product containing octyl triazone 

(see Attachment 7). 

l-WAf1798896.1 
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Product Labeling, 

As an active ingredient supplier, BASF has provided, to the best of its ability, examples of 

the labeling of consumer products containing octyl triazone as attachments to Table 1 (See 

Attachments 8 through 37). Full product labeling is provided for representative products 

sold in Germany, Japan, Mexico and the United Kingdom (a Attachments 17,23,25, and 

37, respectively). As the vast majority of octyl triazone products marketed worldwide are 

manufactured by BDF Beiersdorf and are labeled according to EU regulations, BASF 

believes that the examples provided adequately represent the labeling of octyl triazone 

consumer products worldwide. 

To the extent applicable for cosmetics, the attached labeling references the ingredients, 

intended use(s), dosage form(s), route(s) of administration, and directions for use for each 

product. In all cases, the product is indicated as a topical sunscreen or protectant against the 

harmful effects of the sun. The directions for use vary slightly among products, depending 

primarily upon how each product is formulated and marketed (i.e., as a sunscreen or anti- 

aging skin cosmetic with sunscreen component), and the degree of specificity of the 

directions (i.e., specifying that the product be applied a certain amount of time before sun 

exposure). A representative set of directions for use for a sunscreen product include, for 

example: apply at a minimum of 20 - 30 minutes before sun exposure; apply again after 

intensive swimming/wiping dry; use a higher SPF to receive longer protection; infants should 

not have direct sun contact; and avoid intensive midday sun. 

l-WA11798896.1 
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Minimum Consumer Exnosure 

A measure of minimum consumer exposure is included in Table 1 for those countries in 

which bulk octyl triazone was sold. Minimum consumer exposure was calculated by 

dividing the cumulative total weight of bulk octyl triazone sold by the total weight of the 

octyl triazone in the largest package size marketed in each country. For these calculations, it 

was assumed that the density of the, final consumer product was 1 .O (&, a 2OOmL package 

size contains 200g of sunscreen) and that octyl triazone comprises 5% of the total weight of 

the consumer product, the highest allowable concentration per package. The density of 1 .O, 

the approximate value calculated for two Nivea Sun products, was chosen to be 

representative of all octyl t&zone-containing sunscreen products marketed worldwide, as 

Nivea products comprise the majority of this group of products. 

Sunscreen products containing octyl triazone have been marketed worldwide in package 

sizes ranging up to 400 mL. At a 5% concentration for this package size, and given the sale 

of approximately 700,000 kg of octyl triazone in the European Union and Australia, BASE 

estimates a minimum consumer exposure of 35,000,OOO in these countries. This estimate of 

minimum consumer exposure is doubled to 70,000,OOO if the calculation is performed for the 

more standard 200 mL product size. Furthermore, assuming a 20 rnL application of 

sunscreen per consumer use, BASE; estimates a minimum of 700,000,000 consumer 

applications of the active ingredient in these regions. 

l-WAl1798896.1 
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All of the above information demonstrates that octyl triazone has been safely and effectively 

marketed for a material time and material extent throughout the world through millions of 

consumer applications. Consequently, as a result of meeting all of the required criteria, 

BASF requests that octyl triazone be included for review in the OTC sunscreen monograph, 

Certification 

The undersigned certifies that, to the best knowledge and belief of the undersigned, this 

petition includes all information and views on which the petition relies, and that it includes 

representative data and information known to the petitioner which are unfavorable to the 

petition. 

Respectfully submitted on behalf of BASF AG, 

Kathleen M. Sanzo, Esq. 
Morgan, Lewis & Bockius LLP 
1111 Pennsylvania Ave., NW 
Washington, DC 20004 

Attachments and Enclosures 

I-WAI1798896.1 
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NOtEi  The data submitted in this plWcPtion an? based MI our current Wedge 
and experience. They do not constitute a guamtw in the legal sense of 
the km and, in view of the manifold factms that may affect fwowsing 
andapplicalion,donot~i~thffelowhpmw6sup~wrpmdoc(s~ 
therePponsibilitydcarryinQollttheifawntestsand~.Anyre 
fevmt patent dghts and exiting legislation and regulatims must be ob 
safvad. 
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Safety data sheet 
according to 91/155/EEC 

aAsF safety data sheet 
Date / revised: 21.03.2000 
Product: WIWUIP T 150 

Page 1 of 4 
ME 00099 (D/E) 

veraion 0.06 

(Print date: 21.03.2000) 

1. Subst8nce/preparcaticm and cenpmy name 

WIbmL' T 150 

BASF Aktiengesellschaft 
Uktern%hmensbereich Feinchemie 
D-67056 Ludwigshafen 
Tel.: 0621-60-46077 Fax: 0621-60-92930 

BAaF works fire brigade Ludwigshafen 
Tel.; 0621-60-43333 Fax: 0621-60-92664 

2. cmnporition/inforPration en ingredients 

2,4,6-trianilino-p-(carbo-2-ethy~hexyl-l-oxf~-1,3,5-triazinc 

CA%No. 88X22-99-0 ELINCS-no. 402-030-1 

INCI-name: Etiaylhexyl Triazone 

3, 'PorrPible hazards 

Advice on critical hatards to man and the environment: 
May cause Iong-term adverse effects in the aquatic environmdnt. 

4. FIrLt aid m6asuren 

General advic%: Remove contaminated clothing. 

If inhaled: K%%p patient calm, remove to fresh air. 

On skin contact: wash thoroughly with 8Odp and water. 

On contact with eyea: Wash affected eyes for at least 15 minutes 
under running water with eyelids held open. 

On inscstion: Rinse mouth and then drink Plenty of water. 

5. Ffro fig&tins mewwe 

Suitable extinguishing mediar Powder, water, foam. 

Special protective equipment: In case of fire. wear a self contained 
breathing apparatus. 

Further information; Dispose of fire debris and contaminated 
extinguishing water in accordance with local regulations. 
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BASF Safat data sheet 
Date / rev sedr 3: 21.03.2000 
Product: UWWL* T 150 

Page 2 of 4 
ME 00099 m/E) 

version 8.06 

6. Maidentat relorae meanure~ 

Personal precautions: Avoid dust formation. 

Bnvironmental precautions: ID0 not let product enter drains. 

Methoda for cleaning up: Sweep UP and then dispose of. 

7. Randung and atoragr 

Protection agninrt fire and explosion: Avoid dust tomnation. Prevent 
el*etrestatio obaxgo - COUXQW Of ignition rbould br kept wqlX chat 
- fire extinguishers should be kupt: handy. 

Technical protective rneaweb: Breathing must be protected when large 
qurntitiro are decanted without local exhaust ventilation: dust mdsk 

Keep tightly closed in a dry and coal place. 

8. 5a@onure crxrrtrols wsd perrrorul probation 

Q 

Respiratory protection: If breathable dulrt is formed: Duet mask. 

Hand protection: Rubber glaves. 

Eye protection: Safety glssses with side-shields. 

GenezaZ safety and hygiena measures: The uaueL precautions for tbb 
handling oi chemkals must be oboerved. 

9, Phpiaal and cthmtaal propertie 

Form: powder 
Colour: off-white - light yellow 
Odour: faint spectflc o&w 

change in phyarical atate 
Melting point/malting ranger ca.129 *C 

Flash point: 307 ‘C 

ycpao&on limits; 
1.2 vol.% 

- upper 8.4 vol.) 

Ignition temperature: 420 ‘C 

Vapour pressure : I;; :g; c:5*10-6 mhar 
6*X0-6 tlbar 

nemityr (25 ‘C) 1.10 glGm3 

GmGISO 2S92) 

Solubility in weter: (25 ‘Cl 0.007 lng/l 
SOhhility in other SalVentS: SOltiblC in Q%Uiy OZgadG SOheXkts. 

OCtanOl/Water partition t%XffiCient (Idg POW: 8.1 
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3AsF Safety data eheat 
Date / reviled; 21.03.2000 
Product: WINUL* T 150 

Page 3 of 4 
ME 00099 (D/E) 

version 8.06 

Viscosity: (130 'Cl e 1620 mml/s 

10. stability and reactivity 

Thermal decompo6ifion: None prcnttded product is correctly proceased. 

Hazardous reactlon6: dust explosion hazard 

Hazardous decomposition produat6: None provided product is correctly 
procecaed. 

11. Toxiwlogicrl izl207mat4.w 

LD;O/oral/rat: > 5 000 rag/kg 
LDSO/darmal/rat: z 2 000 mg/kg 

Primary ekin irritation/rabbit/OECD te6t: non-irritant 
Primary mucow membrane irritation/rabbits' eye6/oECD test: 
non-irritant 

Maximization test [ 40% in olive oil; guinea pig ): no sen8ltSzing 
effect 

Ames-teat: no mutagenic effect 

12. aaalag~oal Lnformaticuz 

Test tW.hod: OECD 3OlC/ IS0 94081 EC 84/449/V, C.7 
Method of analysi6: BOD Of the ThOD 
Degree of elimination: s 20t 
Evaluation: not readily biodegradable 

The product is vfrtually insoluble in water and can thur be separated 
from water mecbanicrlly fn suitable effluent treatment planta. 

Inhibition of degradation activity in activated sludge is not to be 
anticipated during correct introduction of low concsntratiohc. 

Toxicity to fish (acutel: 
Th6C method: OECD 203/ IS0 7346/ EZC 84/449/V, C.l 
LC50/3rachydanio redo/: a 1 000 mg/l/96h 
No CJbrerved Effect Concentration (NOEC): 1 000 mg/l 

Toxicity to daphnids (acute) : Daphnia magna: 
Test method: in accordance with EC Directive 79/S31 
EC/LCO[ 24 h): 500 mg/l 
EC/LC?IO ( 24 h): > 500 rag/l 
EC/LClOO( 24 h): > 500 mg/l 
EC/LCO( 48 h): 250 rig/l 
EC/LCSO ( 48 h): > 500 rug/l 
EC/LClOO( 48 h): > 500 mg/l 
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BASF safety data $htcc 
Date / revised: 21.63.2600 
&educt: WIUDL+ T 150 

page 4 of 4 
ME 00099 (D/E) 

version 8.06 

Toxicity to bacteria: Pfmudomonas putida: 
Test method: DSW 38412 Part 8 
EC/LClO( 16 h): a 10 000 W/l 
EC/LC50 ( 16 h): > 10 000 n&l 
x!fLc96( 16 h)r > 10 000 lug/l 

Toxicity to bacteria: Pseudomcnae putida: 
Tast method: DIN 38432 PLYC 27 (draft) 
EC/LClO( 0.5 h): I 10 000 q/l 
EC/LCSO ( 0 .I h) : * 10 000 lIgr/l 
EC/LCSO ( 0.5 h) I > 10 000 z&l 

Toxicity to algae2 SoenedemM 8ubIbpicatuo: 
Twf nac~xxh 11, rr;~,wrdanc~ vitk ZC bir8ct.ive 79/831 
EC/LClO( 72 h): ~80 r&l 
EC!/LCSO ( 72 II): .80 mg/l 
EC/LCOO( 72 h): .80 mg/l 

COD-Value: 1 600 q/g 
Theoretical QD value: 2 396 mg/g 

13. Diepoml ooa&deYatlenfi 

ProduCt: Must be disposed of by special meanu. e.g. cu,itable 
incineratLon, in accordance with local regulatkono. 

24. TYmwpeYt inforutioa 

Not classified ad halcardouP under transport regulations. 

R93 - May cause long-tam advexar l ffeats in the aquatic environment. 

961 - Avoid relra# to the environment. Refer to special 
incrtructiono/$afety data sheets. 

I 

I Water hazard clam 1 VwVwS (Oarsany) of 17.5.1999, Annex 3 

16. Otbnr iatorPuti# 

A backslash in Lhc left hand mrgih indicateu an amendment from the 
preview vm.-sfon. 

The information contained herein is based 0x1 the present #tat* of our 
knowledqe and doem not therefore guarantee certala gropertler. 
Bccipientr of out praduct mult take rarpono~bility for obuerving 
existing laws and regulatlone. 
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Technical Infcmmtion UvinuP grades 

Fine chemicals mMon 
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Chemical nature 

The Uvinul and Z-COTE range 

Applications 

Use of the Uvinul and Z-COTE grades in protecting the skin 

Approval status 

Use of the Uvid grades in protecting sensitive products 
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Chemical nature 

use of the tJlhwl and tCOTE 
grades in skin pmtedion 

The uvjnul and Z-COE Prcdm are lIV filters and pigfnmnts b&M bn benzo- 
ph-, diphanyl cyanoactyate. cinnamates. ootylbiarone, methgbefqiidene 
Camphor, p-~in(rb3f%Ck acid &bate% diberxxyl methane deriies, titanium 
dioplde M  zinc oxide. 

UtinolhlC90 

lJ&UIMC8ON 

UvillUlT150 

Uvinul N 539 T 

UdnulhNC96 

uvinulM40 

ltvillulMs40 

uvinUrP25 

thhd050 

Mlulos49 

uvinulBMw 

z-cm 

&coTE HP 1 

llaAllo2 

as number 

54677-3 

.w66*77*3 

86122-$3-0 

619740.4 

36661-47-g 

131-57-7 

406545-6 

113010-52-9 

131-56-5 

3121-W-6 

1314-13-2 

1314-13-2, 
&3146.62*9 

1oo2o9-12-9, 
13463-67-7 
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For day oreems, UV tilters with low skin penetfatbn are preferable. 
Uvinul T 150 meats this r@$Wnant. 

Also the combination of Uvinul MC 80 with Z-COlE lip 1 is recommended. 

Approval status 

Table 1 

uviltul MC 80 
@ofigrades) 
tinulT150 

lkinul N 539T 

IMrPJl MBC 95 

LmJlM40 

uvinul MS 40 

uvinulPP5 

umJlD50 

Mulos49 

l.MrHJl EMEM 

NOTE 

Z-COTE HP1 

Uvinul Ii02 

EU 

+(lO%) 

+I 5%) 

+flO%l 

+t 4%) 

+(lO%) 

+( 5%) 

+flO%) 

+t 5%) 

+(rO% 
+ (10 %) 

+ (25 %) 

USA 

f (7.5 %) 

+(lO%) 

+( 6%) 

+mw 

. 

+( 3%) 

+@5%) 

+(25w 

+ (25 w 

+(lO%) 

+t 5%) 

+(lO%) 

+( 5%) 

t(lO%) 

+(lO%) 

+W%) 

+(lO%) 

+(nOlll 

+(flOhl~ 

+ (no limit) 

+ 5 Approved as a sunsueen agent (w-U, max. cwtzntration) 

-= Not approved 

In the EU, cosmetics that contain mbrg than 0.5 % Uvinul M 40 fw skin 
protection must be kkellad, .Ccf~tains oxytwzone”. 

Use of the Uvinul grades in 
Protecting seensitive pmducts 
(product proteetlon) 

It is recommended that users Duct their OWN tests CXI their finished products. 

ApaR from the pfotaction they offer against UV rays, the solubnlty of tl’m 
individual lMnul g&es also determines their suitabilii for 8 pafk~~i&r product. 
TabI 2 and 3 show their SolubAity in Solvents of different polatW, Further data 
canbefoundinthedescriptionsoftheproducts. 
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Table 2 

$alubility in %  at 20 ‘C 

lhiiM40 

UVii lUlD5D 

Table 3 

walotyln%at20% 

uvinuiMs40 
(Ned with TEA) 

ubw DS 49 

Eteanof 

ZQpRX2 

< 0.01 

Propylene glywl 

appmx* 15 

Table 4 

Ubil lUiMC6O@KJth$)f2d~ 

WTlW 

UvinuiN539T 

uviltulMBC95 

tJvinlJlM40 

binul MS 40 

lhblUiP25 

wti050 

wlulos49 

uvinui aw 

Z-CDTE 

Z*GOTE HP 1 

lhhlul Tii 

Plwloo8heml8al propeltlos of tlw Uvlnul and Z-OOTE grades 

5 
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Table 5 I I Paraffin oil 
Jojoba oil 
Araohi oil 
crve oil 
Wiiccno~ APM 
Iapropyt tnyrtstate Freely miskble 

kio v v 
paknitate 

Mglyol812 
FinsolvaDP TN 
maw 
ISOplOpsnOr 
Water Insoluble 
Water/ethanol (to 1 : 7) Insdubk? 
Waterkwopanol (to I : 7) Insoluble 

binul MC 80 is ah a !&cc! solvent for 0th~ inyediento of suncana produds, 
e. g. Uuinul T 150 (see Table 6). 

Thanks tc a new manufacturing process, Uvinui MC 80 always gives a 
negative result in the Ames test. 

me product is available in 2 diem grades, givkg the usw a choice of stabiker 
systems. 

Uvinul T 150 

Struoftrrat formula 

CAS number 

2,4,6-Trianilinop-(Carb0-2’.8thyl-nexyl-1 ‘-ox+1,3,5-triin 

88122-99-O 

’ reg. Trademark of WRco 
‘reg. Trademark of Cognis GmbH Deutschland 
‘reg. Trademark of Fii 

7 
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Uv spectrum Uvinul T NW (10 mgh in ethanoi) 

2904 280 am a20 Ma 300 300 4mo 
nm 
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Table 6 8ohmii of uvinul T 150 in different oils 

UvinuJN63QT 

Chemical name 

GAS number 

UV-spa- 

cela@lp45 
CetidA 
CefidHE 
comacd EM 
Cosmacd ELI 

Oioctyl Malate 
Hmyl bate 
PEG-7 Glyceryr czxxoatl? 
T&Cl 2-i 3 Alkyl Cif~'@ 
C12~13Akyl Lactate 
Di-ClZ-I 3 Alkyl Malate 
C 12-13Alkyl Octanonte 
Tndecyl SaJicylate 
OiCl2-13 m Tarbate 
PEG-7 Hydrogenated Caw Oil 
Dicctyl Adipate 
PEG-7 GlvcWyr Cocaate 
PPG-2 My&M Ether Pmpionate 
IaecYr N- (and) 
c8imProdSebaca$wLaui?ll.sctete 
PrwJyiareG~ oii~ niiratn 
PmMene &cd DiieW Cwate 
coooqlm~~ 
Cocoglycerid~ 
Pmpylene Glycd Momiwstearete 
Ethylhexjl Methowckmamate 
lmyi PPG-2 kodecebT*~ate 
Pi=&3 Myrlstyl Ether 

13% 
8% 

15% 
17% 
22 % 
23 % 
24 % 
10% 
35% 
10% 
9% 

12% 
8% 

16% 
10% 
13% 

1:: 

rz 
26% 
14% 

2Cyano-3,3-~51~~~ acid 2Whylhexyf ester 

6197-30-4 

lhfiIlUlN539t (10 m@l in etbnoi) 

’ reg. Trademark of ISP 
z reg. Taemark of Crcua 
a reg. TrademM of SteWwiie Oubols 
’ reg. T-mark of UnQerna 

9 
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SUN CARE EMULSION 

,,$UNNY WORLD“, 
TYPE Olw SlW210 

% 

A 5.00 
6.00 

iii 

0.10 

B 5.00 
2.00 
0.10 
6El 

c q.s. 
II q.s. 

+49 621 t33307434 s.2s33 

’ rwg. Tradernwk of Merck KGaA 
‘reQ.Trad~of~hD8utsohlafKlGmbH 
a reg. Tradsm&k of Hoffmann-Lb Roche 
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SUN PROTECTION CREAM GEL SKI0234 

56 

A 8.00 

5.M) 

:fO 

2.00 
1.00 

lngrecllient 

tinul MC 80 

UvinulN539T 
Uvinul T 150 
UvmJl MBC 95 

vitamin E Acetate 
Cremapnd co 40 

(6) 
0 

q.s 
B 0.20 

0.30 

50.00 Water dsm. 

i 
cl.67 T~tmQnolami~ Pure C (1) 

E 
Glycedn87% 
Edeta 30 74 

0.50 o*Pantheriulw (1) 
qs. R-SSWiW 
23.23 Water dem. 

Glycerin 
Discdiim EDTA 
Pantttenol 

Aqua dent. 

prOdUCtiOIl 

Properties VkXOSrty iO3OOmFes &ookflekl Ftv!J VII+ 

pH value 6.6 

’ reg. Trader&s of B. F. ooobich Company Chemical Diii 
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SUN PROTECTION LOTION 

2.00 

Properties 

HeatphawsAandBsepamtelytoalmtt3O*C. 
Stkph(L?W8int4ph@%Awhikit~gand~uehomogeoiting 
farawhile. 
MixphaseC,sUr#intophaseA+B,neuWizewithphaa?D 
and hom@Hze again. 
C%oltoWut4OC,addphsseEandhomogen~again. 

VbOSity 4200 mPa3 

pH value 5.5 

er~eid Rvo VII+ 

’ reg. Trademark of ISP 

22 
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SUN PROTEOTlON GEL woo246 

%  lngredm 

A 
it: 

binutTl50 

ioo 
UvinulN539T 
UvinulMC80 

0.80 tinul BMBM 

2.00 Vitamin EAcetate 
I .oo cremo@wCa41ll  

0.20 PW 
0.20 Blsabolol m. 

Ptiume 
6 Eo PefnulenTR-1 

0.20 
50.00 

; 
0.80 
2.00 
0.10 
5.00 

E80 

PmtJuotlen 

iNCl 

Eth$hc.xyiTiiazone 
Octocrylene 
Eth@ex~lMeUiox$innam8te 
Butyl 
Methoxydibsnzaylme~ane 
TamMeryMcewe 
PEG-4OHydrogenatedCasbr 
Oil 
Ph@#iOl 
BiS&Old 

hqua d6fn. 
(1) Tfi-Oe 

Pantheml 
Mt iumEMA 
Glycerin 

Aqua&m. 

viiosity 
PH value 

142M1ml=as 

6.7 

BrooMeid Fb'DViI+ 

23 
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SUN ,PFtOTECTfON GEL mmo2ss 

%  lrlgrsdlent 

A  sm uu!nuiMC80 
::: LhbulM40 

me&EAceCate 
0.50 crema~r co 40 
qs, Perhnne 
2.20 Lwigl E M  

6 6.00 t,2 Propyhe Glycd USP 

DiWepheseA. 
StirphaseB&wtynto~A. 
Homcganiza far a short tlnw, 

8UN PROTEOTlON LOTION 

,,8I A SUNCAW FAN“ 6GmlG6 

%  

2.00 
2.00 

6 
i:: 
a.s. 
6.42 

C 5.Ml 
0.20 

0 0.06 
E qs. 

8uppiier INCl 

46000 mPa+ 8rookneid RVD VII+ 

6.0 

We&i dem. 
Paral8noil 

24 
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SUN PROlECTlON LOTION s3m24a 

% 

A 2.00 
3.00 
7.w 
13.00 

fi:: 

Prclduction 

Pmpeities 

Ei 
Q.S. 

6 0.50 
0.30 

50.00 
C 0.70 
D 1.00 

53w 
2.m 
0.03 
2.00 
q.s. 
12.61 

lngndient SUppliSr 

lMnulT 150 (V 
Wiul M  40 
VvinulMC80 ii 
WnconalbPtVt (47) 
Viin E Acetate 
Cremom CO 84 

Weigh out and dissolve the COmpOnents of the phases A and Ef separately. 
AUow phase 8 to swell and neutr&ize it with phase C. 
StirtheDhase9A~OCXleaffdrtheotherintothenrwtra~~ 
phase B and homogenize. 

ProperlIes 

ws#sity 
pH value 

SUN PROTECTION SPRAY 53/00237 

w 

A 8.00 
4.00 
2.00 
5,oo 
0.50 
5.00 
2.00 
1.00 

as. 
B 0.20 

50.00 

s 
0.08 
4.00 
0.20 
3.00 
0.20 
qs. 
14.82 

Pmduction 

13300 mt%s 

5.9 

BrcMeId RVO WI+ 

Gm 
Alla&in 

Weislh out and dissolve the comrxnentg of the aI’@% A and D secmratek 
Ail&pha3eBtOswellandtikeltwithphbeC. 

. _ 

Stk the phases A and D one after the othaf into the n&raked 
phase B and hcmc@&e. 

V=6sny 2500 mPas BfM Rvo VII+ 

pH value 6.7 

’ reg. Trademark of ICI Specialty Chemicals Atlas chef& 
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Smfety Deta Sheets 

Note 

BASF ffi ME&R D20S +49 621 608607434 s.33133 

44. c!id&hdti A0 
Goldschmidtstr. 100,46127 &en, &many 
cflxksach101461,49116Essen,~y 
Tel.: +49 (201) 173-01 
Fax: ~49 (201) i73-3CCO 

47. wit!xCor~atforl 
1 AmeriCdn Lens, CT 06831-2559, Greenwich, USA 
Tel.:+l(203)552-3373 
Fax: +1(2O3) 552-2893 

Gmnansubictiary: 
wbGosurfaGt8ntsGmbH 
Indu5triib[et West, Postfach 11 60, 
363925Wbli~derStraRe 
Tel.: +49 (6863) &Xl 
Fax: 4-49 (m3) 54129 

62. Diirikiticn for Fiib.grades: 
C.H. EfDSlGh KG 
ocisseMcsrerstfal?e1a3:478oQKrefdd 
W.: +49 (2151) 625a 
Fax: +49 (21 Sl) 525-m 

65. lsP Intemt spemy Pm&G& 
1361 Alps Road, 0?470 way@, NJ, USA 
Tel.: +I (973) 6284000 
Fax: cl (973) 628-4117 

k?&DcwtWland,mbH 
fjnil-Hcffmmnstr. 1 a 5ooo6 K&n 
Tel.: t49 (2.236) Q64Q-O 
Fsx: c4Q (2236) 9649-21 l 
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Fax: +49 (221) 974552-30 
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The rules governing cosmetic products 
in the European Union 

Volume 1 

Cosmetics legislation 

Cosmetic products 

1999 Edition 

EUROPEAN COMMISSION 
Enterprise Directorate-General 
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THE RULES GOVERNING COSMETIC PRODUCTS 
IN THE EUROPEAN’ UNION 

Volume 1 Cosmetics legislation 

Cosmetic products 

Volume 2 Methods of analysis 

Cosmetic products 

Vofume 3 Guidelines 

Cosmetic products 



In the early 1970’s. the Member States of the EU decided to harmonise their national cosmetic 
regulations in order to enable the free circulation of cosmetic products within the Community. As 
a result of numerous discussions between experts from all Member States, Council Directive 
76/768/EEC was adopted on 27 July 1976. The principles laid down in the Cosmetics Directive 
take into account the needs of the consumer while encouraging commercial exchange and 
eliminating barriers to trade. For example, if a product is to move freely within the EU, the same 
labelling. packaging and safety regulations must apply. This is one of the main objectives of the 
Cosmetics Directive: to give clear guidance on what requirements a safe cosmetic product should 
fulfil in order to freely circulate within the EU. without pre-market authorisation. The Cosmetics 
Directive aims to guarantee the safety of cosmetic products for human use. This safety relates to 
composition, packaging and information and it falls totally under the responsibility of the 
producer or the importer into the EU who is responsible for the marketing liability. There is no 
pre-market control for cosmetic products at Member State or EU level. Control of cosmetic 
products within the EU is assured through the responsibility of the person who places the product 
on the market, a simple notification of manufacturing/importing site, and an in-market 
surveillance system. 

Volume 1 is the first part of a series of volumes entitled ‘The Rules governing cosmetic products 
in the European Union”, published by the Office for Official Publications of the European 
Communit ies and listed on the preceding page. Volume 1 includes the legislation applicable to 
cosmetic products. This legislation consists of the basic Council Directive 76/768/EEC on the 
approximation of the laws of the Member States relating to cosmetic products, and Commission 
Directive 95/170X laying down detailed rules for the application of Council Directve 76/768/EEC 
as regards the non-inclusion of one or more ingredients on the list used for the labelling of 
cosmetic products. This legislative framework has been completed by an Inventory and Common 
Nomenclature of Ingredients employed in cosmetic products established in Commission Decision 
96/335/EC of 8 May 1996 which is not incorporated in this Volume. 

Council Directive 76/768/EEC has already undergone six amendments and 23 adaptations to 
technical progress. With a view to facilitating consultation, it is set out here in codified form for 
internal use by the competent,Commission departments. This codified text is available to the 
public but has no force in law. Where doubts exist, the original texts as published in the Official 
Journal of the European Communities, should be consulted. 

. . . 
III 
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Existing 
EEC directive 

3asic Council 
3irective 

1” amendment 
Council Directive 
1 *adapting 
Comm&i& Directive 
2”6 amendment 
Coun$l Directive 

2” adapting 
Commission Directive 

f adapting 
Commission Directive 

4* adapting 
Commission Directive 
I34 amendment 
Council Diractive 

5”adapting 
Commission Dmsctiie 

Reference 
number 

76l766lEEC 

79/661/EEC 

621147lEEC 

621360lEEC 

631191lEEC 

63l3411EEC 

83/496lEEC 

831574iEEC 

84l415lEEC 

Date of 
signature 

27.07.1978 

24.07.1979 

11.02.1982 

17.051982 

30.03.1983 

29.06.83 

22.09.1983 

26.10.1983 

18.07.1984 

EC Pub 
Number 

L 262 

L 192 

L63 

L167 

L 109 

L16a 

L 275 

L 332 

L 228 

Ition O.J. 
Date 

27.09.1976 

31.07.1979 

06.03.1982 

1506.1982 Articles: 

26.041983 

- provisional authorisations Ann. IV 
prolonged 

- new procedure to adapt Annexes 
(Art. 6.2) 

- mtroduction procedure of Prior 
Natlonal Approval kmited to 3 years 
(Art. 8.a) 

- Unavoidable traces of banned 
materials permitted (Art. 4.2) 

Ann. Ill: new version Part 1 
Ann. Iii + IV: new version of PL for 

cosmetic wlouring agents 
Ann. VI: Introduction of PL for 

preservatives 
Ann. II. III. IV. V: 
- Ba/SrlZr lakes 

13.07.1983 

06.10.1983 

- Al/Zr complexes. silver nitrate 
Ann. II, Ill, V: Hair Dyes - ban OPD + salts 
2.4 OAT + salts; permanent listing PPD + 
salts 
Ann. VI: addition 36,45 

28.11.1983 

2508.1964 

CONTENT 
(main items) 

ArIicles I to 15 
Ann. I: Illustrative list by category of 

cosmetic products 
Ann. II: List of forbidden substances 
Ann. III: List of restricted substances 

Positive List (PC) for cosmetic 
colouring agents permitted for 
all uses 

Ann. IV: List of restricted substances 
provisionally allowed 
List of cosmetic wlouring 
agents provisionally allowed 

Ann. V: List of substances regulated at 
national level by EC Member 
Sth3S 

Ann. IV: Provisional authorisations 
prolonged 

Ann. II: Ban AETT (362) 

MiCkS new definition of the date of 
minimum durability, period 
reduced to 30 months 

Introduction Ann. VII : PL for UV-Filters 
Ann. II: 
Ann. Ill: 

ban aristolochic acid 
hydrogen pemxide. 
hydroquinona. nicomethanol 
hydrofluoride. silver nitrate 

1 



a List of official texts of Directive $6/768/EEC and iis official amendments ---v-e---_ 

EC Publication O.J. 
Number [ Date 

L 224 22.08.1985 Ann. II: 

CONTENT 
(main items) 

ban specific hydroquinone 
ethers 

I I - Ann. III: selenium disuiilde: AllZr 
complexes I 

7”’ adapting 
I I I I 1 Ann. VI: labeiling fwmaldehyde 
1 86/179/EEC t 2602.1966 1 L 138 I 24.05.1966 1 Ann. II: ban chloroform, TCDD. 

Commission Directive 

I 6* adapting 
Commission Directive 

9”adaptlng 
Commission Directive 

IOeadapting 
Commission Directtie 

4namendment 
Council Diiectlle 

I I I dimethoxane. sodium 
pyrithione 

Ann. Ill : OMET. Shydroxyquinoline 
Ann. tli+lV: newversion of PL for 

cosmetic colounng agents 
66/199/EEC 2603.1986 L 149 03.061986 Ann. IV : 

Ann. VI : 
introduction of other uses 43 
new version of PL for 

87/I 37lEEC 

W233tEEC 

W667lEEC 

5” amendment 
Council Direcllle 
12*adaptlng 
Commission Oirective 

09l679lEEC 

9fM211EEC 

I 

02.02.1987 L 56 

02.03.1966 L 105 

21.12.1988 L 302 

21.02.1969 L 64 

2602.1987 

26.64.1986 

31.12.1968 Articles: - Hair dyes excluded from 
cosmetic colourlng agents list 

- labelling container + 
packaging 

- elimination 6 week deadline 
in Safeguard Clause (Art 12) 

Ann. Ill becomes only restrictive list 
Ann. IV becomes only cosmetic colouring 
agents PL 

08.03.1989 Ann. II: ban Padimate A. benzoyl 
peroxide. 2A-4NP, 2A-SNP 

Ann. ll1/2: add 6-Oi-lquinoline 
Ann. IV/2: delete 15600. 19120,20470. 

21115.42170.45190,47000. 

preservatives 
Ann. II: ban Captan (370). 

Hexachlorophene (371) 
Minoxldil(372) 

Ann. Ill : Methand, 77206 - 77269 
Ann. VI: - permanent: 40 

- deleted: 9, 12. 13 
Ann. II: ban trlbromsalan, retinoic 

add, phytolacca. 2.4~DAA. 
2.6DM. 12140, 26105. 
42555 

Ann. Ill/l: etldronic acid, 
ph~oxypropand 

Ann. lW2: delete 13065. add Acid Red 
195 

Ann. IW2: delete 12700,44025, 73312 
Ann. VI: - permanent: 41,42,43 

- deleted: 7.6, 10. Il. 14, 18, 
22.23. 24 

21.12.1989 

20.02.1990 

L 396 

L 71 

30.12.1969 

17.03.1999 
indefinitely - 

Ann. II: ban steroid antiandrogens, 
zirconium compounds. 
thyrothricine, acetonitrile. 
tetrahydrozoline. 13065. 
42535,42640.61554. 

Ann. III: lead acetate 
Ann. IV: - delete 211 IO. 42045,44945 

- add 6oivent Yellow 96 (prov.) 
1 Ann. V: transters to other Annexes 

2 



H List of official texts of Directive 76/768/EEC and its official amendments 

Existing RefereWe Date of EC Publication O.J. CONTENT 
EEC directive number signature Numbar Date (main items) 

Wadapting 911184lEEC 12.03.1991 L 91 12.04.1991 Ann. II: ban 8-OH-quinoline, 
Commission Directive pyrithione diS. lidocaine. 

12075,45170 
Ann. III: add Mg fluoride 
Ann. IV: 15585 move to Part 2 
Ann. V: transfers to other Annexes 
Ann. VI: add 27 (prov.) 
Ann. VII: add 7 

14*adapting 92/8/EEC 18.02.1992 L 70 17.03.1992 Prolongation of all provisionally listed 
Commission Directive substances until 30.061992 

15th adapling 92186lEEC 21.10.1992 L325 11.11.1992 Ann. II: - ban 15585. Sr lactate, Sr 
Commission Directive nitrate, Sr polycarboxylate. 

Pramocaine. CEthoxy- 
MPD. 2.4~Diaminophenyl- 
ethanol, catechol. 
pyrogalld. nitrosamrnes. 
secondary dialkanolamrnes 

Ann. III: - add Sr chloride, Sr acetate, 
talc, nitrosamines 
prWWSOt3 

- H,O? add oral hygiene 
Ann. Ill Part 2 + Ann. IV Part 2: 

nothing listed anymore 
Ann. VI - 36 sunscreen use with limit 

- add 51 ,29 (pmt.) 
Ann. VII: - delete 1, 4, 16 

6@’ amendment 93/35/EEC 14.06.1993 L 151 23.06.1993 Articles: - definition modified 
Council Directive - overall safety clause 

modified 
- ban animal testing foreseen 
- inventory cosmetic 

Ingredients 
- off-pack labelling in some 

cases 
- labelling of product function 
- Ingredient labelling 
- clarms concerning animal 

testing 
- requirements to Poison 

Centres modrfied 
- Product Information 

required 
- Nobficahon manufacturing 

premises 
- AJI Annexes via CATP 

procedure 
- new Annex VIII 

16th adapting 93147lEEC 2266.1993 L 203 . 13.08.1993 Ann. II: - ban 4 A-2NP 
Commission Directive Ann. Ill: - warning: gloves for hair 

dyes + H,O, 
- add (Part 2) Sr peroxide. 

phenolphthalein 
Ann. VII: - move 33 to prov. 

17th adapting S4/32nX 29.06.1994 L 181 15.07.1994 Ann. II: - ban P-MethyCMPD 
Commission Directive Ann. 111: - talc lab. baby prod. modified 

- add SrO,, Sr(OH), 
Ann. VI: - add formic acid and its 

sodium salt 
- 21 reduction corm. + RO 

WlY 
- delete 26.27. 28 

Ann.VII: - add 11 (pmv.) 
- delete 24 

3 
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D List of official texts of Directive 76/766lEEC and its bfficial amendments ____ 

Existing 
EC directive 

18th adapting 
Commission Directive 

Reference Date of EC Publication O.J. CONTENT 
number siQnatuf8 Number 1 Date (main items) 

95/34/EC 10.07.1995 L 167 1 18.07.1995 Ann.11: - ban furocoumarines 

96/4l/EC 19th adapting 
Commission Directive 

20* adapting 9711EC 
Commissti Directive 

Commission Directive 97/18/K 
postponing the ban 
on animal testing 
21.1 adapting 97145lEC 
Commission Directive 

22ti adapting 98/161EC 
Commission Olractive 

23m adapting 98mEc 
Commission Directive 

25.08.1998 L196 08.08.1996 

- ban musk ambrette 
- ban benzethonium chloride 
- ban cells, tissues, products 

of human origin 
- ban phenolphthalein 

Ann.VWl: - add octocrylene (IO) 
Ann. II: - ban urocanic acid (418) 
Ann. III: - add Ca(OH), and LiOH 
Ann. VI: - Part 1: add 52 

I i 1 Ann. VII:- Partl:add11 

10.01.1997 1 L16 1 16.01.1997 1 Ann. II: - ban bovine, ovine and I 

I I I caprine tissues and fluids 
from encephalon. spinal I 

17.04.1997 

14.07.1997 

14.03.1996 

15.09.1998 

cord and &es. and. 
derlvatl~ 

me ban on animal testing of cosmetic 
ingredients and their combinstiis is 
postponed until 30 June 2000 
Ann. It: - ban crude and refined coal 

lars 
Ann. VIII: - add benzethonium chtwide 

(53) 
Ann. VIII?: - add octyl methoxycinnamate 

(12) 
Ann. II: - amendment of reference 

number 419 to derogate 
tallow derivatives 

Ann. II: - ban of moskene (421) and 
musk tibetene (422) 

Ann. VIII: - add banzatkonium chloride 
(54) 

Ann. VII/l: -add 13,14,15,16,t?. 16, 

4 



Council Directive 76/768/EEC of 27 July 1976 on the 
approximation of the laws of the Member States relating to 
cosmetic products 

Note: The text of the recitals below only covers the recitals included with the original Directive of 
1976 and with the 6th Amendment of 1993. 

Recitals of ol-iginal Directive 76/76~%EEC 

THE COUNCIL OF THE EUROPEAN COMMUNITIES, 

Having regard to the Treaty establishing the European Economic Community, and in particular 
Article 100 thereof, 

Having regard to the proposal from the Commission, 

Having regard to the opinion of the European Parliament, 

Having regard to the opinion of the Economic and Social Committee, 

Whereas the provisions laid down by law. regulation or administrative action in force in the 
Member States define the composition characteristics to which cosmetic products must conform 
and prescribe rules for their labelling and for their packaging; whereas these provisions differ 
from one Member State to another: 

Whereas the differences between these laws oblige Community cosmetic producers to vary their 
production according to the Member State for which the products are intended: whereas, 
consequently, they hinder trade in these products and, as a result, have a direct effect on the 
establishment and functioning of the common market: 

Whereas the main objective of. these laws is the safeguarding of public health and whereas, as a 
result, the pursuit of the same objective must inspire Community legislation in this sector: 
whereas, however. this objective must be attained by means which also take account of economic 
and technological requirements: 

Whereas it is necessary to determine at Community level the regulations which must be observed 
as regards the composition, labelling and packaging of cosmetic products; 

Whereas this Directive relates only to cosmetic products and not to pharmaceutical specialities 
and medicinal products: whereas for this purpose it is necessary to define the scope of the 
Directive by delimiting the field of cosmetics from that of pharmaceuticals: whereas this 
delimitation follows in particular from the detailed definition of cosmetic products, which refers 
both to their areas of application and to the purposes of their use: whereas this Directive is not 
applicable to the products that fall under the definition of cosmetic products but are exclusively 
intended to protect from disease; whereas, moreover, it is advisable to specify that certain 
products come under this definition, whilst products containing substances or preparations 
intended to be ingested, inhaled, injected or implanted in the human body do not come under the 
field of cosmetics: 

Whereas in the present state of research, it is advisable to exclude cosmetic products containing 
one of the substances listed in Annex V from the scope of this Directive; 
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Whereas cosmetic products must not be harmful under normal or foreseeable conditions of use: 
whereas in particular it is necessary to take into account the possibility of danger to zones of the 
body that are contiguous to the area of application: 

Whereas, in particular, the determination of the methods of analysis together with possible 
modifications or additions which may have to be made to them on the basis of the results of 
scientific and technical research, are implementing measures of a technical nature: whereas it is 
advisable to entrust their adoption to the Commission, subject to certain conditions specified in 
this Directive. for the purpose of simplifying and accelerating the procedure; ’ 

Whereas technical progress necessitates rapid adaptation of the technical provisions defined in 
this Directive and in subsequent Directives in this field: whereas it is advisable, in order to 
facilitate implementation of the measures necessary for this purpose, to provide for a procedure 
establishing close cooperation between the Member States and the Commission within the 
Committee for adaptation to technical progress of Directives aimed at the removal of technical 
obstacles to trade in the cosmetic products sector: 

Whereas it is necessary, on the basis of scientific and technical research, to draw up proposals for 
lists of authorized substances which could include antioxidants, hair dyes, preservatives and 
ultraviolet filters. taking into account in particular the problem of sensitization; 

Whereas it could happen that although conforming to the provisions of this Directive and its 
Annexes, cosmetic products placed on the market might endanger public health: whereas it is 
therefore advisable to provide for a procedure intended to remove this danger, 

Recitals of 6th Amendment-Directive 93L35BC 

Whereas the legal ambiguities in Directive 76/768/EEC particularly in Articles 1 and 2. should be 
removed: 

Whereas it has become apparent that it is desirable that data on the ingredients employed in 
cosmetic products be gathered so that all issues relating to their use and the resulting action at 
Community level may be assessed with a view, in particular, to the establishment of a common 
nomenclature of ingred+ents used in cosmetic products; whereas the gathering of that data can be 
facilitated if the Commission compiles an inventory of the ingredients concerned; whereas that 
inventory will be indicative and is not intended to constitute a limitative list of substances used 
in cosmetic products: 

Whereas greater transparency is needed regarding the ingredients employed in cosmetics if the 
latter are to be placed on the market without any prior procedure, if the necessary information on 
the finished product is to be available solely at the place of manufacture or of initial importation 
into the Community and if better information is to be provided to the consumer: whereas such 
transparency should be achieved by indication of a product’s function and of the ingredients used 
in a cosmetic product on its packaging: whereas where for practical reasons it is impossible to 
indicate the ingredients and any warnings regarding use on the container or the packaging, such 
particulars should be enclosed so that the consumer may have access to ail necessary information: 

Whereas, with regard to the finished cosmetic product, it should be made clear which information 
is ta be made available to the monitoring authorities of the place of manufacture or of initial 
importation into the Community market: whereas that information should include all the 
necessary particulars relating to identity, quality, safety for human health and the effects 
claimed for the cosmetic product: 

Whereas: however, for reasons of monitoring. the competent authority should be apprised of the 
place of manufacture and of the information needed for rapid and appropriate medical treatment 
in the event of difficulties; 
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Whereas the Commission should be authorized to amend Annexes I and VIII to Directive 
76/768/EEC in view of their illustrative and technical nature: 

Whereas assessment of the safety of use of the ingredients employed in cosmetics and of the final 
product should take account of the requirements of Directive 86/609/EEC which concerns the 
protection of animals used for experimental and other scientific purposes, and in particular 
Article 7 (2) thereof: 

Whereas testing on animals of ingredients or combinations of ingredients shoutd be banned as 
from 1 January 1998; whereas, however, that date should be postponed where alternative 
methods of testing have not been scientifically validated: whereas the Commission should submit 
a report on progress made with regard to such methods, 

HAS ADOPTED THIS DIRECTIVE: 

COSMETICS DIRECTIVE 76/768/EEC 

Article 1 

1. A “cosmetic product” shall mean any substance or preparation intended to be placed in 
contact with the various external parts of the human body (epidermis, hair system, nails, lips and 
external genital organs) or with the teeth and the mucous membranes of the oral cavity with a 
view exclusively or mainly to cleaning them, perfuming them, changing their appearance and/or 
correcting body odours and/or protecting them or keeping them in good condition. 

2. The products to be considered as cosmetic products within the meaning of this definition 
are listed in Annex I. 

3. Cosmetic products containing one of the substances listed in Annex V shall be excluded 
from the scope of this Directive. Member States may take such measures as they deem necessary 
with regard to those products. 

ArticIe 2 

A cosmetic product put on the market within the Community must not cause damage to human 
health when applied under normal or reasonably foreseeable conditions of use, taking account, in 
particular, of the product’s presentation, its labelling. any instructions for its use and disposal as 
well as any other indication or information provided by the manufacturer or his authorized agent 
or by any other person responsible for placing the product on the Community market. 

The provision of such warnings shall not. in any event, exempt any person from compliance with 
the other requirements laid down in this Directive. 

Article 3 

Member States shall take all necessary measures to ensure that only cosmetic products which 
conform to the provisions of this Directive and its Annexes may be put on the market. 

Article 4 

1. Without prejudice to their general obligations deriving from Article 2, Member States shall 
prohibit the marketing of cosmetic products containing: 

(a) substances listed in Annex II; 
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2. 

substances listed in the first part of Annex III, beyond the limits and outside the conditions 
laid down: 

coiouring agents other than those listed in Annex IV, Part 1, with the exception of cosmetic 
products containing colouring agents intended solely to colour hair: 

colouring agents listed in Annex IV. Part 1, used outside the conditions laid down, with the 
exception of cosmetic products containing coiouring agents intended solely to colour hair; 

preservatives other than those listed in Annex VI, Part 1: 

preservatives listed in Annex VI, Part 1. beyond the limits and outside the conditions laid 
down, unless other concentrations are used for specific purposes apparent from the 
presentation of the product: 

UV filters other than those listed in Part 1 of Annex VII: 

UV filters listed in Part 1 of Annex VII, beyond the limits and outside the conditions laid 
down therein; 

ingredients or combinations of ingredients tested on animals after 30 June 2000 in order to 
meet the requirements of this Directive. 

If there has been insufficient progress in developing satisfactory methods to replace animal 
testing, and in particular in those cases where ahernative methods of testing, despite all 
reasonable endeavours. have not been scientifically vaiidated as offering an equivalent level 
of protection for the consumer, taking into account OECD toxicity test guidelines, the 
Commission shall. by 1 January 1997. submit draft measures to postpone the date of 
implementation of this provision, for a sufficient period, and in any case for no less than 
two years, in accordance with the procedure laid down in Article 10. Before submitting such 
measures, the Commission will consult the Scientific Committee on Cosmetic Products and 
Non-Food Products intended for Consumers. 

The Commission shall present an annual report to the European Parliament and the 
Council on progress in the development, validation and legal acceptance of alternative 
methods to those involving experiments on animals. That report shall contain precise data 
on the number and type of experiments relating to cosmetic products carried out on 
animals. The Member States shall be obliged to collect that information in addition to 
collecting statistics as laid down by Directive 86/609/EEC on the protection of animals used 
for experimental and other scientific purposes. The Commission shall in particular ensure 
the development, validation and legal acceptance of experimental methods which do not use 
live animals. 

The presence of traces of the substances listed’in Annex II shalt be allowed provided that 
such presence is technically unavoidable in good manufacturing practice and that it conforms 
with Article 2. 

Article 5 
Member States shall allow the marketing of cosmetic products containing: 

(a) the substances listed in Annex III, Part 2. within the limits and under the conditions laid 
down, up to the dates in column (g) of that Annex; 

(b) the colouring agents listed in Annex IV, Part 2. within the limits and under the conditions 
laid down, until the admission dates given in that Annex: 

(c) the preservatives listed in Annex VI, Part 2. within the limits and under the conditions laid 
down. until the dates given in column (fl of that Annex. However, some of these substances 
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may be used in other concentrations for specific purposes apparent from the presentation of 
the product; 

(d) the UV filters listed in Part 2 of Annex VII, within the limits and under the conditions laid 
down. until the dates given in column (f) of that Annex. 

At these dates, these substances, colouring agents, preservatives and UV filters shall be: 

- definitively allowed. or 

- definitively prohibited (Annex II). or 

- maintained for a given period specified in Part 2 of Annexes III, IV, VI and VII, or 

- deleted from all the Annexes, on the basis of available scientific information or because 
they are no longer used. 

Article 5a 

1. No later than 14 December 1994 the Commission shall, under the procedure laid down in 
Article 10. compile an inventory of ingredients employed in cosmetic products, on the basis in 
particular of information supplied by the industry concerned. 

For the purposes of this Article “cosmetic ingredient” shall mean any chemical substance or 
preparation of synthetic or natural origin, except for perfume and aromatic compositions, used in 
the composition of cosmetic products. 

The inventory shall be divided into two sections: one concerning perfume and aromatic raw 
materials and the second concerning other substances. 

2. The inventory shall contain information on: 

- the identity of each ingredient, in particular its chemical name, the CTFA name, the 
European Pharmacopoeia name, the international non-proprietary names recommended by 
the World Health Organisation, the EINECS, IUPAC. CAS and colour index numbers, and 
the common name referred to in Article 7 (2), 

- the usual function(s) of the ingredient in the final product, 

- where appropriate. restrictions and conditions of use and warnings which must be printed 
on the label by reference to the Annexes. 

3. The Commission shall publish the inventory and shall update it periodically under the 
procedure provided for in Article 10. The inventory shall be indicative and shall not constitute a 
list of the substances authorized for use in cosmetic products. 

Article 6 

1. Member States shall take all measures necessary to ensure that cosmetic products may be 
marketed only if the container and packaging bear the following information in indelible, easily 
legible and visible lettering: the information mentioned in point (g) may, however, be indicated on 
the packaging alone: 

(a) the name or style and the address or registered office of the manufacturer or the person 
responsible for marketing the cosmetic product who is established within the Community. 
Such information may be abbreviated in so far as the abbreviation makes it generally 
possible to identify the undertaking. Member States may require that the country of origin 
be specified for goods manufactured outside the Community; 
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the nominal content at the time of packaging, given by weight or by volume, except in the 
case of packaging containing less than five grams or five millilitres, free samples and 
single-application packs: for pre-packages normally sold as a number of items, for which 
details of weight or voIume are not significant. the content need not be given provided the 
number of items appears on the packaging. This information need not be given if the 
number of items is easy to see from the outside or if the product is normally only sold 
individually: 

the date of minimum durability. The date of minimum durability of a cosmetic product 
shall be the date until which this product, stored under appropriate conditions. continues to 
fuliil its initial function and. in particular, remains in conformity with Article 2. 

The date of minimum durability shall be indicated by the words: “Best used before the end 
of . . . ” followed by either: 
- the date itself, or 
- details of where the date appears on the packaging. 

If necessary, this information shall be supplemented by an indication of the conditions 
which must be satisfied to guarantee the stated durability. 

The date shall be clearly expressed and shall consist of the month and the year in that 
order. Indication of the date of durability shall not be mandatory for cosmetic products the 
minimum durability of which exceeds 30 months: 

particular precautions to be observed in use, especially those listed in the column 
“Conditions of use and warnings which must be printed on the label” in Annexes III, IV, VI 
and VII. which must appear on the container and packaging, as well as any special 
precautionary information on cosmetic products for professional use, in particular in 
hairdressing. Where this is impossible for practical reasons, an enclosed leaflet, label, tape 
or card must contain that information to which the consumer is referred either by 
abbreviated information or the symbol given in Annex VIII, which must appear on the 
container and the packaging; 

the batch number of manufacture or the reference for identifying the goods. Where this is 
impossible for practical reasons because the cosmetic products are too small, such 
information need appear only on the packaging: 

the function of the product. unless it is clear from the presentation of the product: 

a list of ingredients in descending order of weight at the time they are added. That list shall 
be preceded by the word ‘ingredients”. Where that is impossible for practical reasons, an 
enclosed leaflet, label, tape or card must contain the ingredients to which the consumer is 
referred either by abbreviated information or the symbol given in Annex VIII, which must 
appear on the packaging. 

The following shall not, however, be regarded as ingredients: 
- impurities in the raw materials used, 
- subsidiary technical materials used in the preparation but not present in the final 

product, 
- materials used in strictly necessary quantities as solvents or as carriers for perfume 

and aromatic compositions. 

Perfume and aromatic compositions and their raw materials shall be referred to by the 
word “perfume” or “flavour”. Ingredients in concentrations of less than 1% may be listed in 
any order after those in concentrations of more than 1%. Colouring agents may be listed in 
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any order after the other ingredients. in accordance with the colour index number or 
denomination adopted in Annex IV. 

For decorative cosmetic products marketed in several colour shades, all colouring agents 
used in the range may be listed. provided that the terms “may contain” are added. 

An ingredient must be identified by the common name referred to in Article 7 (2) or. failing 
that, by one of the names referred to in Article 5a (2). first indent. 

In accordance with the procedure laid down in Article 10. the Commission shall. no later 
than 14 December 1994, adopt the criteria and conditions under which a manufacturer 
may. for reasons of trade secrecy, apply not to include one or more ingredients on the 
abovementioned list. 

Where it is impracticable, for reasons of size or shape, for the particulars referred to in points (d) 
and (g) to appear in an enclosed leaflet, those particulars shall appear on a label, tape or card 
which is enclosed or attached to the cosmetic product. 

In the case of soap, bath balls and other small products where it is impracticable, for reasons of 
size or shape, for the particulars referred to in point (g) to appear on a label, tag, tape or card or 
in an enclosed leaflet, those particulars shall appear on a notice in immediate proximity to the 
container in which the cosmetic product is exposed for sale. 

2. For cosmetic products that are not pre-packaged, are packaged at the point of sale at the 
purchaser’s request, or are pre-packaged for immediate sale, Member States shall adopt detailed 
rules for indication of the particulars referred to in paragraph 1. 

3. Member States shall take all measures necessary to ensure that, in the labelling, putting 
up for sale and advertising of cosmetic products, text, names, trade marks, pictures and figurative 
or other signs are not used to imply that these products have characteristics which they do not 
have. Furthermore, any reference to testing on animals must state clearly whether the tests 
carried out involved the finished product and/or its ingredients. 

Article 7 

1. Member States may not. for reasons related to the requirements laid down in this Directive 
and the Annexes thereto, refuse, prohibit or restrict the marketing of any cosmetic products 
which comply with the requirements of this Directive and the Annexes thereto. 

2. They may. however, require that the particulars provided for in Article 6 (1) (b), (c), (d) and 
(t) be expressed at least in their own national or official language or languages; they may also 
require that the particulars provided for in Article 6 (1) (g) be expressed in a language easily 
understood by the consumer. To that end, the Commission shall adopt a common ingredients 
nomenclature in accordance with the Article 10 procedure. 

3. Furthermore, a Member State may, for purposes of prompt and appropriate medical 
treatment in the event of difficulties, require that appropriate and adequate information on 
substances used in cosmetic products be made available to the competent authority, which shall 
ensure that that information is used only for the purposes of such treatment. 

Each Member State shall designate a competent authority and send details thereof to the 
Commission, which shall publish that information in the Official Journal of the European 
Communities. 
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Article 7a 

. 
1. The manufacturer or his agent or the person to whose order a cosmetic product is 
manufactured or the person responsible for placing an imported cosmetic product on the 
Community market shall for control purposes keep the following information readily accessible to 
the competent authorities of the Member State concerned at the address specified on the label in 
accordance with Article 6 (1) (a): 

(4 

b) 

(4 

(4 

(4 

the qualitative and quantitative composition of the product: in the case of perfume 
compositions and perfumes, the name and code number of the composition and the identity 
of the supplier: 

the physico-chemical and microbiological specifications of the raw materials and the 
finished product and the purity and microbiological control criteria of the cosmetic product; 

the method of manufacture complying with the good manufacturing practice laid down by 
Community law or, failing that, laid down by the law of the Member State concerned; the 
person responsible for manufacture or first importation into the Community must possess 
an appropriate level of professional qualification or experience in accordance with the 
legislation and practice of the Member State which is the place of manufacture or first 
importation: 

assessment of the safety for human health of the finished product. To that end the 
manufacturer shall take into consideration the general toxicological profile of the 
ingredient, its chemical structure and its level of exposure. 

Should the same product be manufactured at several places within Community territory, 
the manufacturer may choose a single place of manufacture where that information will be 
kept available. In this connection, and when so requested for monitoring purposes, he shall 
be obliged to indicate the place so chosen to the monitoring authority/authorities concerned: 

the name and address of the qualified person or persons responsible for the assessment 
referred to in (d). That person must hold a diploma as defined in Article 1 of Directive 
89/48/EEC in the field of pharmacy, toxicology, dermatology, medicine or a similar 
discipline; 

existing data on undesirable effects on human health resulting from use of the cosmetic 
product: 

proof of the effect daimed for ,the cosmetic product, where justified by the nature of the 
effect or product. 

The assessment of the safety for human health referred to in paragraph 1 (d) shall be 
carried out in accordance with the principle of good laboratory practice laid down in Council 
Directive 87/18/EEC of 18 December 1986 on the harmonization of laws, regulations and 
administrative provisions relating to the application of the principles of good laboratory practice 
and the verification of their application for tests on chemical substances {I). 

3. The information referred to in paragraph 1 must be available in the national language or 
languages of the Member State concerned. or in a language readily understood by the competent 
authorities. 

4. The manufacturer or his agent. or the -person to whose order a cosmetic product is 
manufactured. or the person responsible for placing imported cosmetic products on the 
Community market, shall notify the competent authority of the Member State of the place of 
manufacture or of the initial importation of the address of the place of manufacture or of initial 

(1) OJ No L 15. 17.1.1987. p. 29. 
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importation into the Community of the cosmetic products before the latter are placed on the 
Community market. 

5. Member States shall designate the competent authorities referred to in paragraphs 1 and 4 
and shall send details thereof to the Commission, which shall publish that information in the 
Official Journal of the European Communities. 

6. The Member States shall ensure that the abovementioned authorities continue to co- 
operate in areas where such cooperation is necessary to the smooth application of this Directive. 

Article 8 
1. In accordance with the procedure laid down in Article 10 the following shall be determined: 

- the methods of analysis necessary for checking the composition of cosmetic products, 

- the criteria of microbiological and chemical purity for cosmetic products and methods for 
checking compliance with those criteria. 

2. The common nomenclature of ingredients used in cosmetic products and, after consultation 
of the Scientific Committee on Cosmetic Products and Non-Food Products intended for 
Consumers, the amendments necessary for the adaptation to technical progress of the Annexes 
shall be adopted in accordance with the same procedure, as appropriate. 

Article 8a 
1. Notwithstanding Article 4 and without prejudice to Article 8 (2). a Member State may 
authorize the use within its territory of other substances not contained in the lists of substances 
allowed, for certain cosmetic products specified in its national authorization, subject to the 
following conditions: 

(a) the authorization must be limited to a maximum period of three years; 

(b) the Member State must carry out an official check on cosmetic products manufactured from 
the substance or preparation use of which it has authorized: 

(cl cosmetic products thus manufactured must bear a distinctive indication which will be 
defined in the authorization. 

2. The Member State shall forward to the Commission and to the other Member States the 
text of any authorization decision taken pursuant to paragraph 1 within two months of the date 
on which it came into effect. 

3. Before expiry of the three-year period provided for in paragraph 1. the Member State may 
submit to the Commission a request for the inclusion in a list of permitted substances of the 
substance given national authorization in accordance with paragraph 1. At the same time, it shall 
supply supporting documents setting out the grounds on which it deems such inclusion justified 
and shall indicate the uses for which the substance or preparation is intended. Within 18 months 
of submission of the request, a decision shall be taken on the basis of the latest scientific and 
technical knowledge, after consultation, at the initiative of the Commission or of a Member State, 
of the Scientific Committee on Cosmetic Products and Non-Food Products intended for 
Consumers and in accordance with the procedure laid down in Article 10 as to whether the 
substance in question may be included in a list of permitted substances or whether the national 
authorization should be revoked. Notwithstanding paragraph 1 (a). the national authorization 
shall remain in force until a decision is taken on the request for inclusion in the list. 

13 



D Directive 76/766/EEC ---_- _________ L-- ----------__--------------------- 

Article9 
1. The Committee on the Adaptation to Technical Progress of the Directives on the Removal of 
Technical Barriers to Trade in the Cosmetic Products Sector, hereinafter called “the Committee”, 
is hereby set up. It shall consist of representatives of the Member States with a representative of 
the Commission as chairman. , 

2. The Committee shall adopt its own rules of procedure. 

Article10 
1. Where the procedure laid down in this Article is to be followed, matters shall be referred to 
the Committee by the chairman. either on his own initiative or at the request of the 
representative of a Member State. 

2. The representative of the Commission shall submit to the Committee a draft of the 
measures to be adopted. The Committee shall deliver its opinion on the draft within a time limit 
set by the chairman according to the urgency of the matter. Opinions shall be adopted by a 
majority of 62 votes, the votes of Member States being weighted as provided for in Article 148 (2) 
of the Treaty. The chairman shall not vote. 

3. (a) The Commission shall adopt the proposed measures when they are in accordance 
with the opinion of the Committee. 

(b) Where the proposed measures are not in accordance with the opinion of the 
Committee, or if no opinion is adopted. the Commission shall without delay propose 
to the Council the measures to be adopted. The Council shall act by a qualified 
majority. 

{c) If, within 3 months of the proposal being submitted to it. the Council has not acted, 
the proposed measures shall be adopted by the Commission. 

Article 11 
Without prejudice to Article 5, and not later than 1 year after expiry of the period laid down in 
Article 14 (1) for implementation of this Directive by the Member States, the Commission shall, 
on the basis of the results of the latest scientific and technical research, submit to the Council 
appropriate proposals establishing lists of permitted substances. 

Article12 
1. If a Member State notes, on the basis of a substantiated justification. that a cosmetic 
product, although complying with the requirements of.the Directive, represents a hazard to 
heafth. it may provisionally prohibit thk marketing of that product in its territory or subject it to 
special conditions. It shall immediately inform the other Member States and the Commission 
thereof, stating the grounds for its decision. 

2. The Commission shall as soon as possible consult the Member States concerned, foHowing 
which it shall deliver its opinion without delay and take the appropriate steps. 

3. If the Commission is of the opinion that technical adaptations to the Directive are 
necessary, such adaptations shall be adopted by either the Commission or the Council in 
accordance with the procedure laid down in Article 10. In that event, the Member State which 
has adopted safeguard measures may maintain them until entry into force of the adaptations. 
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Article 13 
Precise reasons shall be stated for any individual measures placing a restriction or ban on the 
marketing of cosmetic products taken pursuant to this Directive. It shall be notified to the party 
concerned together with particulars of the remedies available to him under the laws in force in 
the Member States and the time limits allowed for the exercise of such remedies. 

Article 14 
1. Member States shall bring into force the provisions needed in order to comply with this 
Directive within 18 months of its notification and shall forthwith inform the Commission thereof. 

2. Member States may, however, for a period of 36 months from notification of this Directive, 
authorize the marketing in their territory of cosmetic products which do not conform to the 
requirements of the Directive. 

3. Member States shall ensure that the texts of such provisions of national law which they 
adopt in the field governed by this Directive are communicated to the Commission. 

Article15 
This Directive is addressed to the Member States. 
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Creams, emulsions, iotions. gels and oils for the skin (hands, face, feet, etc.). 

Face masks (with the exception of chemical peeling products). 

Tinted bases (liquids, pastes, powders). 

Make-up powders, after-bath powders, hygienic powders, etc. 

Toilet soaps, deodorant soaps, etc. 

Perfumes, toilet waters and eau de Cologne. 

Bath and shower preparations (salts, foams, oils, gels, etc.). 

Depilatories. 

Deodorants and anti-perspirants. 

Hair care products: 
- hair tints and bleaches. 
- products for waving, straightening and fixing, 
- setting products, 
- cleansing products (lotions. powders, shampoos), 
- conditioning products (lotions. creams, oils), 
- hairdressing products (lotions. lacquers, brilliantines). 

Shaving products (creams, foams, lotions, etc.). 

Products for making-up and removing make-up from the face and the eyes. 

Products intended for application to the lips. 

Products for care of the teeth and the mouth. 

Products for nail care and make-up. 

Products for external intimate hygiene. 

Sunbathing products. 

Products for tanning without sun. 

Skin-whitening products, 

Anti-wrinkle products. 
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List of substances which must not form part of the 
composition of cosmetic products 

1. 

2. 

3. 

4. 

5. 

6. 

7. 

8. 

9. 

10. 

11. 

12. 

13. 

14. 

15. 

16. 

17. 

18. 

19. 

20. 

21. 

22. 

23. 

24. 

25. 

26. 

27. 

N-5-Chlorobenzoxazol-2-ylacetamide 

B-Acetoxyethyl trimethyl ammonium hydroxide (acetylcholine) and its salts 

Dean01 aceglumate” 

Spironolactone* 

[4-(4-Hydroxy-3-iodophenoxy)-3,5-diiodophenyl] acetic acid and its salts 

Methotrexate* 

Aminocaproic acid* and its salts 

Cinchophen*. its salts, derivatives and salts of these derivatives 

Thyropropic acid* and its salts 

Trichloroacetic acid 

Aconitum napellus L. (leaves, roots and galenical preparations) 

Aconitine (principal alkaloid of Acunitum napelhs L.) and its salts 

Adonis vernalis L. and its preparations 

Epinephrine* 

f?auwo1fia serpentina alkaloids and their salts 

Alkyne alcohols, their esters, ethers and salts 

Isoprenaline* 

Ally1 isothiocyanate 

Alloclamide* and its salts’ 

Nalorphine*. its salts and ethers 

Sympathicomimetic amines acting on the central nervous system: any substance contained 
in the first list of medicaments which are subject to medical prescription and are referred to 
in resolution AP (69) 2 of the Council of Europe 

Aniline, its salts and its halogenated and sulphonated derivatives 

Betoxycaine* and its salts 

Zoxazolamine* 

Procainamide*. its salts and derivatives 

Benzidine 

Tuaminoheptane’, its isomers and salts 

(*) In this Directive. names followed by an asterisk are those published in Y%nputer print-out 1975. International Non- 
proprietary Names (INN) for pharmaceutical products. Lists 1-33 of proposed INN’. WHO. Geneva. August 1975. 
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28. 

29. 

30. 

31. 

32. 

33. 

34. 

35. 

36. 

37. 

38. 

39. 

40. 

41. 

42. 

43. 

44. 

45. 

46. 

47. 

48. 

49. 

50. 

51. 

52. 

53. 

54. 

55. 

56. 

57. 

58. 

59. 

Octodrine* and its salts 

Z-Amino-1 ,2-bis (Cmethoxyphenyl) ethanol and its salts 

1,3-Dimethylpentylamine and its salts 

4-Aminosalicylic acid and its salts 

Toluidines, their isomers, salts and halogenated and sulphonated derivatives 

Xylidines, their isomers, salts and halogenated and sulphonated derivatives 

Imperatorin (9-(3-methylbut-2enyloxy)-7H-furo [3,2-g] chromen’l-one) 

Ammi ma@ and its galenical preparations 

2.3~Dichloro-2-methylbutane 

Substances with androgenic effect 

Anthracene oil 

Antibiotics 

Antimony and its compounds 

Apocynum cannabinum L. and its preparations 

Apomorphine (5.6.6a. 7-tetrahydro-6-methyl4Wdibenzo {de&quinoline-lO,ll-dihydric 
alcohol) and its salts 

Arsenic and its compounds 

Atropa belladona L. and its preparations 

Atropine, its salts and derivatives 

Barium salts, with the exception of barium sulphate. barium sulphide under the conditions 
laid down in Annex III. Part 1. and lakes, salts and pigments prepared from the colouring 
agents listed with the reference (3) in Annex IV, Part 1, and Annex IV, Part 2. 

Benzene 

Benzimidazol-2(3H)-one 

Benzazepines and benzadiazepines 

1 -Dimethylaminomethyl-I-methylpropyl benzoate (amylocaine) and its salts 

2,2.6-Trimethyl-4-piperidyl benzoate (benzamine) and its salts 

Isocarboxazide* 

Bendroflumethiazide* and its derivatives 

Beryllium and its compounds 

Bromine, elemental 

Bretylium tosilate* 

Carbromal* 

Bromisoval* 

Brompheniramine* and its salts 

(‘) In this Directive. names folkwed by an asterisk are those published In ‘Computer print-out 1975. Intematlonal Non- 
proprietary Names (INN) for pharmaceutical products. Lists l-33 of proposed INN’. WHO. Geneva. August 1975. 
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60. Benzilonium bromide* 

61. Tetrylammonium bromide* 

62. Brucine 

63. Tetracaine’ and its salts 

64. Mofebutazone* 

65. Tolbutamide* 

66. Carbutamide* 

67. Phenylbutazone* 

68. Cadmium and its compounds 

69. Cantharides. Cantharis vesicatorfa 

70. (1R. 2S)-Hexahydro-l.2-dimethyl-3.6-epoxyphthalic anhydride (cantharidin) 

71. Phenprobamate* 

72. Nitroderivatives of carbazole 

73. Carbon disulphide 

74. Catalase 

75. Cephaeline and its salts 

76. Chenopodium ambrosioides (essential oil) 

77. 2,2,2-Trichloroethane-l.l-diol 

78. Chlorine 

79. Chlorpropamide* 

80. Diphenoxylate* hydrochloride 

81. 4-Phenylazophenylene-1,3-diamine citrate hydrochloride (chrysoidine citrate hydrochloride) 

82. Chlorzoxazone* 

83. 2-Chloro-6-methylpyrimidin-4-yldimethylamine (crimidine-ISO) 

84. Chforprothixene* and its salts 

85. Clofenamide* 

86. N.N-Bis (2chloroethyl) methylamine N-oxide and its salts 

87. Chlormethine* and its salts’ 

88. Cyclophosphamide’ and its salts 

89. Mannomustine* and its salts 

90. Butanilicaine* and its salts 

91. Chlormezanone’ 

92. Triparanol* 

93. 2-[2-(4-Chlorophenyl)-2-phenylacetyl] indan 1.3-dione (chlomphacinone - ISO) 

(‘) In this Directive. names followed by an asterisk are those published in ‘Computer print-out 1975. Intematlonal Non- 
proprietary Names (INN) for pharmaceutical products. Lists 1-33 of proposed INN’. WHO, Geneva. August 1975. 
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94. 

95. 

96. 

97. 

96. 

99. 

100. 

101. 

102. 

103. 

104. 

105. 

106. 

107. 

108. 

109. 

1 IO. 

111. 

112. 

113. 

114. 

115. 

116. 

117. 

118. 

119. 

120. 

121. 

122. 

123. 

124. 

125. 

126. 

Chlorphenoxamine* 

Phenaglycodol* 

Chloroethane 

Chromium; chromic acid and its salts 

Claviceps purpurea Tul., its alkaloids and galenical preparations 

Conium macuiatum L. (fruit, powder, galenical preparations) 

GlycycIamide* 

Cobalt benzenesulphonate 

Colchicine, its salts and derivatives 

Colchicoside and its derivatives 

Colchicum autumnale L. and its galenical preparations 

Convallatoxin 

Anamirta cocculus L. (fruit) 

Cruton tfgIium (oil) 

1-Butyl-3-(N-crotonoylsulphanilyl) urea 

Curare and curarine 

Synthetic curarizants 

Hydrogen cyanide and its salts 

Z-a-Cyclohexylbenzyl (N,N,N’,N’-tetraethyl) trimethylenediamine (phenetamine) 

Cyclomenol* and its salts 

Sodium hexacyclonate* 

Hexapropymate* 

Dextropropoxyphene* . 

O.O’-Diacetyl-N-ally]-N-nor-morphine 

Pipazetate* and its salts 

5(a, 6 -Dibromophenethyl)&methylhydantoin 

N.N’-Pentamethylenebis (trimethyiammonium) salts, e.g. pentamethonium bromide* 

N,N’-[(Methylimino) diethylene] bis (ethyldimethylammonium) salts, e.g. azamethonium 
bromide* 

Cyclarbamate* 

Clofenotane* (DDT - ISO) 

Hexamethylenebis (trimethy~ammonium) salts. e.g. hexamethonium bromide* 

Dichloroethanes (ethylene chlorides) 

Dichloroethylenes (acetylene chlorides) 

(*) In this Directive, names followed by an asterisk am those publlshed in ‘Computer print-out 1975. International Non- 
proprietary Names (INN) for pharmaceutical products. Lists l-33 of pmposad INN‘. WHO. Geneva. August 1975. 
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127. 

128. 

129. 

130. 

131. 

132. 

133. 

134. 

135. 

136. 

137. 

138. 

139. 

140. 

141. 

142. 

143. 

144. 

14.5. 

146. 

147. 

148. 

149. 

150. 

151. 

152. 

153. 

154. 

155. 

156. 

157. 

158. 

159. 

Lysergide* and its salts 

Z-Diethylaminoethyl-3-hydroxy-4-phenylbenzoate and its salts 

Cinchocaine* and its salts 

3-Diethylaminopropyl cinnamate 

O.O’-Diethyl O-4-nitrophenyl phosphorothioate (parathion - ISO) 

[Oxalylbis(iminoethylene)] bis (0-chlorobenzyl) diethylammonium salts, e.g. ambenomium 
chloride* 

Methyprylon* and its salts 

Digitaline and all heterosides of Digitaiispurpurea L. 

7-[2-Hydroxy-3-(2-hydroxyethyl-N-methylamino) propylj theophylline (xanthinol) 

Dioxethedrin’ and its salts 

Piprocurarium* 

Propyphenazone* 

Tetrabenazine* and its salts 

Captodiame* 

Mefeclorazine* and its salts 

Dimethylamine 

l, l-Bis(dimethylaminomethyl)propyl benzoate (amydricaine. alypine) and its salts 

Methapyrilene* and its salts 

Metamfepramone* and its salts 

Amitriptyline; and its salts 

Metformin* and its salts 

Isosorbide dinitrate* 

Malononitrile 

Succinonitrile 

Dinitrophenol isomers 

Inproquone* 

Dimevamide* and its salts 

Diphenylpyraline* and its salts 

Sulfinpyrazone* 

N-(3-Carbamoyl-3,3-diphenylpropyl)-N,N-diisopropylmethylammonium salts, e.g. 
isopropamide iodide* 

Benactyzine* 

Benzatropine* and its salts 

Cyclizine* and its salts 

(‘) In this Directive. names followed by an asterisk am those published in ‘Computer print-out 1975. International Non- 
proprietary Names (INN) for pharmaceutical products. Lists 1-33 of proposed INN’. WHO. Geneva, August 1975. 
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169. 

161. 

162. 

163. 

164. 

165. 

166. 

167. 

168. 

169. 

170. 

171, 

172. 

173. 

174. 

175. 

176. 

177. 

178. 

179. 

180. 

181. 

182. 

183. 

184. 

185. 

186. 

187. 

188. 

189. 

190. 

191. 

192. 

5.5Diphenyl-4-imidazolidone 

Probenecid* 

Disulfiram* (thiram - ISO) 

Emetine, its salts and derivatives 

Ephedrine and its salts 

Oxanamide* and its derivatives 

Eserine or physostigmine and its salts 

Esters of 4-aminobenzoic acid, with the free amino group, with the exception of that given 
in Annex VII, Part 2 

Choline salts and their esters, e.g. choline chloride 

Caramiphen* and its salts 

Diethyl I-nitrophenyl phosphate 

Metethoheptazine* and its salts 

Oxpheneridine* and its salts 

Ethoheptazine* and its salts 

Metheptazine” and its salts 

Methylphenidate* and its salts 

Doxylamine* and its salts 

Tolboxane* 

4-Benzyloxyphenol, 4-methoxyphenol and 4-ethoxyphenol 

Parethoxycaine* and its salts 

Fenolplone* 

Glutethimide* and its salts 

Ethylene oxide 

Bemegride* and its salts * 

Valnoctamide* 

Haloperidol* 

Paramethasone* 

Fluanisone* 

Trifluperidol* 

Fluoresone* 

Fluorouracil* 

Hydrofluoric acid, its normal salts, its complexes and hydrofluorides with the exception of 
those given in Annex III, Part 1 

Furfuryltrimethylammonium salts, e.g. furtrethonium iodide* 

(*) In this Directive, names followed by an asterisk are those published In ‘Computer print-out 1975. International Non- 
proprietary Names (INN) for pharmaceutical products. Lists 1-33 of proposed INN’. WHO, Geneva. August 1975. 
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193. Galantamine* 

194. Progestogens 

195. 1,2,3,4,5.6-Hexachlorocyclohexane (BHC - ISO) 

196. (1R. 4s. 5R, 8S)-l.2,3,4.10,10-Hexachloro-6,7-epoxy-l,4,4a,5,6,7,8,8a-octahydro-l,4: 
58dimethanonaphthalene (endrin - ISO) 

197. Hexachloroethane 

198. (1R. 4S, 5R. 8S)-1,2,3.4.10.lO-Hexachloro-1,4.4a.5,8,8a-hexahydro-l,4: 
58dimethanonaphthalene (isodrin - ISO) 

199. Hydrastine. hydrastinine and their salts 

ZOO. Hydrazides and their salts 

201. Hydrazine, its derivatives and their salts 

202. Octamoxin* and its salts 

203. Warfarin* and its salts 

204. Ethyl bis(4-hydroxy-2oxo-I-benzopyran-3-yl) acetate and salts of the acid 

205. Methocarbamol* 

206. Propatylnitrate; 

207. 4.4’-Dihydroxy-3,3’-(3-methylthiopropylidene) dicoumarin 

208. Fenadiazole* 

209. Nitroxoline and its salts 

210. Hyoscyamine. its salts and derivatives 

211. Hyoscyamus niger L. (leaves, seeds, powder and galenical preparations) 

212. Pemoline* and its salts 

213. Iodine 

214. Decamethylenebis (trimethylammonium) salts, e.g. decamethonium bromide 

2 15. Ipecacuanha (Cephaeris ipecacuanha Brat and related species) (roots, powder and gale&al 
preparations) 

216. (2-Isopropylpent-4-enoyl)urea (apronalide) 

217. a-Santonin ((35, 5aR. 9bS)-3,3a,4,5.5a,9b-hexahydro-3,5a.9-trimethylnaphto [1,2-b] furan- 
2,8-dione) 

218. Lobelia inflata L. and its galenica1 preparations 

219. Lobeline* and its salts 

220. Barbiturates 

221. Mercury and its compounds, except those special cases included in Annex VI, Part 1 

222. 3.4.5-Trimethoxyphenethylamine and its salts 

223. Metaldehyde 

(‘) In this Directive. names followed by an asterisk are those published in ‘Computer print-out 1975, International Non- 
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224. 

225. 

226. 

227. 

228. 

229. 

230. 

231. 

232. 

233. 

234. 

235. 

236. 

237. 

238. 

239. 

240. 

241. 

242. 

243. 

244. 

245. 

246. 

247. 

248. 

, 249” 

250. 

251. 

252. 

253. 

254. 

255. 

256. 

2-(4-Allyl-2-methoxyphenoxy)-N-N-diethylacetamide and its salts 

Coumetarol* 

Dextromethorphan* and its salts 

2-Methylheptylamine and its salts 

Isometheptene* and its salts 

Mecamylamine’ 

Guaifenesin* 

Dicoumarol* 

Phenmetrazine* , its derivatives and salts 

Thiamazole* 

3,4-Dihydro-2-methoxy-2-methyl-4-phenyl-2HSH, pyrano[3,2-cl-[l lbenzopyran-5-one 
(cyclocoumarol) 

Carisoprodol’ 

Meprobamate* 

Tefazoline* and its salts 

Arecoline 

Poldine methylsulfate* 

Hydroxyzine* 

2-Naphthol 

I- and 2-Naphthylamines and their salts 

3-(1-Naphthyl)-4-hydroxycoumarin 

Naphazoline* and its salts 

Neostigmine and its salts (e.g. neostigmine bromide*) 

Nicotine and its salts 

Amy1 nitrites 

Inorganic nitrites, with the exception of sodium nitrite 

Nitrobenzene 

Nitrocresols and their alkali metal salts 

Nitrofurantoin* 

Furazolidone* 

Propane- 1.2,3-triyl trinitrate 

Acenocoumarol* 

AlkaIi pentacyanonitrosylferrate (2-) 

Nitrostilbenes. their homologues and their derivatives 

(‘) In this DirectWe. names followed by an asterisk are those published In ‘Computer print-out 1975. International Non- 
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257. 

258. 

259. 

260. 

261. 

262. 

263. 

264. 

265. 

266. 

267. 

268. 

269. 

270. 

271. 

272. 

273. 

274. 

275. 

276. 

277. 

278. 

279. 

280. 

281. 

282. 

283. 

284. 

285. 

286. 

287. 

288. 

289. 

Noradrenaline and its salts 

Noscapine* and its salts 

Guanethidine* and its salts 

Oestrogens 

Oleandrin 

Chlortalidone* 

Pelletierine and its salts 

Pentachloroethane 

Pentaerithrityl tetranitrate* 

Petrichloral* 

Octamyiamine* and its salts 

Picric acid 

Phenacemide* 

Difencloxazine* 

2-Phenylindane-1,3-dione (phenindione) 

Ethylphenacemide* 

Phenprocoumon* 

Fenyramidol* 

Triamterene* and its salts 

Tetraethyl pyrophosphate (TEPP - ISO) 

Tritolyl phosphate 

Psilocybine* 

Phosphorus and metal phosphides 

Thalidomide* and its salts 

Physostigma venenosum Balf 

Picrotoxin 

Pilocarpine and its salts 

a-Piperidin-2yl-benzyl acetate laevorotatory threoform (levophacetoperane) and its salts 

Pipradrol’ and its salts 

Azacyclonol* and its salts 

Bietamiverine* 

Butopiprine* and its salts 

Lead and its compounds, with the exception of that mentioned in Annex III, NO 55 under 
the conditions stated 

, 
(*) In this Dkrective, names followed by an asterisk are those published in ‘Computer print-out 1975. International Non- 
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290. 

291. 

292. 

293. 

294. 

295. 

296. 

297. 

298. 

299. 

300. 

301. 

302. 

303. 

304. 

305. 

306. 

307. 

308. 

309. 

310. 

311. 

312. 

313. 

314. 

315. 

316. 

317. 

318. 

Coniine 

Prunus Iaurocerasus L. (‘cherry laurel water”) 

Metyrapone* 

Radioactive substances (1) 

Juniperus sabina f.. (leaves, essential oil and galenical preparations) 

Hyoscine. its salts and derivatives 

Gold salts 

Selenium and its compounds with the exception of selenium disuiphide under the 
conditions set out under the reference No 49 in Annex III. Part 1 

Solanurn nigrum L. and its galenical preparations 

Sparteine and its salts 

Glucocorticoids 

Datura stramonium L. and its galenical preparations 

Strophantines, their aglucones and their respective derivatives 

Strophantus species and their galenical preparations 

Strychnine and its salts 

Strychos species and their galenical preparations 

Narcotics, natural and synthetic: All substances listed in Tables I and II of the single 
Convention on narcotic drugs signed in New York on 30 March 196 1 

Sulphonamides (sulphanilamide and its derivatives obtained by substitution of one or more 
H-atoms of the -NH2 groups) and their salts 

Sultiame* 

Neodymium and its salts 

Thiotepa* 

Pihcapusjaborandi Holmes and its galenical preparations 

Tellurium and its compounds 

Xylometazoline* and its salts 

Tetrachloroethylene 

Carbon tetrachloride 

Hexaethyl tetraphosphate 

Thallium and its compounds 

Thevetia neriffolia J US.. glycoside extract 

(1) The presence of natural radioactive substances and of radioactive substances caused by artificial contamination from 
the environment is permitted. provided that the radioacflve substances are not enriched for the manufacture of 
cosmetic products and that their concentration fails within the limits set in the Directive laying down the basic 
standards for the protection of the health of workers and the general public against the dangers arislng from ionizing 
radiations (OJ No 11.20.2.1959. p. 221159). 

(*) In this Directive, names followed by an asterisk are those published In “Computer print-out 1975. Intema~ionai Non- 
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319. 

320. 

321. 

322. 

323. 

324. 

325. 

326. 

327. 

328. 

329. 

330. 

331. 

332. 

333. 

334. 

335. 

336. 

337. 

338. 

339. 

340. 

341. 

342. 

343. 

344. 

345. 

346. 

347. 

348. 

349. 

350. 

351. 

Ethionamide* 

Phenothiazine* and its compounds 

Thiourea and its derivatives, with the exception of the one listed in Annex III. Part 1 

Mephenesin* and its esters 

Vaccines, toxins or serums listed in the Annex to the second Council Directive of 26 May 

1975 on the approximation of provisions laid down by law, regulation or administrative 
action relating to proprietary medicinal products (OJ No L 147, 9.6.1975. p. 13) 

Tranylcypromine* and its salts 

Trichloronitromethane (chloropicrine) 

2,2,2-Tribromoethanol (tribromoethyl alcohol) 

Trichlormethine* and its salts 

Tretamine* 

GalIamine triethiodide* 

Urginea scilla Stern. and its galenical preparations 

Veratrine, its salts and galenical preparations 

Schoenocaulon officinale Lind. (seeds and galenical preparations) 

Veratrum Spp. and their preparations 

Vinyl chloride monomer 

Ergocalciferol’ and cholecalciferol (vitamins D2 and D3) 

Salts of 0-alkyldithiocarbonic acids 

Yohimbine and its salts 

Dimethyl sulfoxide* 

Diphenhydramine’ and its salts 

4-tert-Butylphenol 

4-tert-Butylpyrocatechol , 

Dihydrotachysterol* 

Dioxane 

Morpholine and its salts 

Pyethrum album L. and its galenical preparations 

2-[4-Methoxybenzyl-N-(2-pyridyl) amino] ethyldimethylamine maleate 

Tripelennamine* 

Tetrachlorosalicylanilides 

Dichlorosalicylanilides 

Tetrabromosalicylanilides 

Dibromosalicylanilides 

(‘f In this Directive. names followed by an asterisk are those published in ‘Computer print-out 1975. International Non- 
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352. 

353. 

354. 

355. 

356. 

357. 

358. 

359. 

360. 

361. 

362. 

363. 

364. 

365. 

366. 

367. 

368. 

369. 

370. 

371. 

372. 

373. 

374. 

375. 

376. 

377. 

378. 

Bithionol* 

Thiuram monosulphides 

Thiuram disulphides 

Dimethylformamide 

4-Phenylbut-3-en-Z-one 

Benzoates of 4-hydroxy-3-methoxycinnamyl alcohol except for normal content in natural 
essences used 

Furocoumarines (e.g. trioxysalan*. 8-methoxypsoralen, 5methoxypsoralen) except for 
normal content in natural essences used. 

In sun protection and in bronzing products, furocoumarines shall be below 1 mgkg. 

OiI from the seeds of Lawus nobilis L. 

Safrole except for normal content in the natural essences used and provided the 
concentration does not exceed: 
- 100 ppm in the finished product. 
- 50 ppm in products for dental and oral hygiene, and provided that Safrole is not 

present in toothpastes intended specifically for children. 

5.5’ -Di-isopropyl-2.2’-dimethylbiphenyl-4,4’-diyl dihypoiodite 

3’-Ethyl-5’,6’,7’,8’-tetrahydro-5’,6’,8’.8’-tetramethyl-2-acetonaphthone: 
Syn.: 1.1,4,4-tetramethyl-6-ethyl-7-acetyl-l,2.3.4-tetrahydro-naphthalene (acetyl ethyl 
tetramethyl tetralin. AE’M) 

o-Phenylenediamine and its salts 

4-Methyl-m-phenylenediamine and its salts 

Aristolochic acid and its salts 

Chloroform 

2,3.7.8,-Tetrachlorodibenzo-p-dioxin 

2.6Dimethyl- 1,3-dioxan-4-yl acetate (dimethoxane) 

Pyrithione sodium (INNh4) 

N-(Trichforomethylthio)-4-cyclohexene- 1.2-dicarboximide (captan) 

2,2’-Dihydroxy-3,3’,5.5’,6,6’-hexachlorodiphenylmethane (hexachlorophene) 

6-(Piperidinyl)-2.4.pyrimidinediamine-3-oxide (Minoxidil) and its salts and derivatives 

3,4’,5-Tribromosalicylanilide (Tribromsalan) 

Phytolacca Spp. and their preparations 

Tretinoin’ (retinoic acid and its salts) 

I-Methoxy-2.4-diaminobenzene (2.4-diaminoanisole - CI 76050) and their salts 

I-Methoxy-2.5diaminobenzene (2,ddiaminoanisole) and their salts 

Colouring agent CI 12 140 

(‘) in thts Directive. names followed by an asterisk are those published In ‘Computer print-out 1975. International Non- 
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379. 

380. 

381. 

382. 

383. 

384. 

385. 

386. 

387. 

388. 

389. 

390. 

391. 

Colouring agent CI 26105 

Colouring agent CI 42555 

Colouring agent CI 42555-l 

Colouring agent CI 42555-Z 

Amy1 4-dimethylaminobenzoate. mixed isomers (Padimate A (INN)) 

Benzoyl peroxide 

392. 

393. 

394. 

39.5. 

2-Amino-Cnitrophenol 

2-Amino&nitrophenol 

1 I-a-Hydroxypregn-4-ene-3,20-dione and its esters 

Colouring agent CI 42640 

Colouring agent CI 13065 

Colouring agent CI 42535 

Colouring agent CI 61554 

Antiandrogens with steroid structure 

Zirconium and its compounds, with the exception of the complexes under reference No 50 in 
Annex III, Part 1 and of zirconium lakes, salts and pigments of colouring agents listed with 
reference No 3 in Annex IV, Part 1 

Thyrothricine 

Acetonitrile 

396. 

397. 

398. 

399. 

400. 

401. 

402. 

403. 

404. 

405. 

406. 

407. 

408. 

Tetrahydrozoline and its salts 

Hydroxy-8-quinoline and its sulphate, except for the uses provided for in No 51 in 
Annex III, Part 1 

Dithio-2.2’-bispyridine-dioxide 1.1’ (additive with trihydrated magnesium sulphate) - 
(pyrithione disulphide + magnesium sulphate) 

Colouring agent CI 12075 and its lakes, pigments and salts 

Colouring agent CI 45 170 and CI 45 170: 1 

Lidocaine 

1,2-Epoxybutane 

Colouring agent CI 15585 

Strontium lactate 

Strontium nitrate 

Strontium polycarboxylate 

Pramocaine 

4-Ethoxy-m-phenylenediamine and its salts 

2.4-Diaminophenylethanol and its salts 

Catechol 

409. Pyrogallol 

___-------______---------~-~~~--------~~---~~------ Directive 76ff68lEEC n 
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410. 

411. 

412. 

413. 

414. 

416. 

417. 

418. 

419. 

420. 

421. 

422. 

Nitrosamlnes 

Secondary dialkanolamines 

4-Amino-2-nitrophenol 

2-Methyl-m-phenylenediamine 

4-tert-Butyl-3-methoxy-2.6-dinittotoluene (Musk Ambrette) 

Cells, tissues or products of human origin 

3,3-Bis(4-hydroxyphenyl)phthalide (Phenolphthaiein *) 

3-Imidazol-4-ylacrylic acid and its ethyl ester (urocanic acid) 

(a) the skull, including the brain and eyes, tonsils and spinal cord oT: 
- bovine animals aged 12 months 
- ovine and caprine animals which are aged over 12 months or have a permanent 

incissor tooth erupted through the gum: 

(b) the spleens of ovine and caprine animals and ingredients derived therefrom. 

However, tallow derivatives may be used provided that the following methods have 
been used and strictly certified by the producer: 
- transesterification or hydrolysis at at least: 200 “C. 40 bars (40,000 hPa) for 20 

minutes (glycerol and fatty acids and esters), 
- saponification with NaOH 12M (glycerol and soap): 

- batch process: at 95 “C for 3 hours 

or 
- continuous process: at 140 “C, 2 bars (2 000 hPa) for 8 minutes or 

equivalent conditions. 

Crude and refined coal tars 

1.1,3,3,5,-Pentamethyl-4.6~dinitroindane (moskene) 

5tert-Butyl-1,2,3-trimethyl-4,6-dinitrobenzene (musk tibetene) 

(‘) Kn this Directive. names followed by an asterisk are those published in *Computer print-out 1975. International Non- 
proprietary Names (INN) for pharmaceutfcal products. Lists 1-33 of proposed INN’. WHO, Geneva. August 1975. 
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List of substances which cosmetic products must not contain except subject to restrictions and 
conditions /aid down 

Reference 
number 

Substance 
Field of application and/or use 

RESTRICTIONS 

Maximum authorised 
concentration In the finished 

cosmetic product 

Other limitations and 
requirements 

Conditions of use and warnings 
which must be printed on the label 

a b C d e f 
I Boric acid (a) Talcs (a) 5 96 (a) Not to be used in (4 Not to be used for children 

products for children 
(b) Products for oral hygiene 

under three years of age 
(b) 0.5 46 under three years old 

!a 

(c) Ottier products (cl 3 % 

Thioglycolic acid and its (a) Hair waving or (a) lb) (cl 
salts 

(a) - Contains thioglycolate 
straightening products: The directions for use - Follow the instructions 
- general use - 8 % ready for use drawn up in the national - Keep out of reach of children 

pH 7 to 9.5 or official language(s) must - For professional use only 
- professional use - 11 % ready for use obligatorily incorporate the 

pH 7 to 9.5 following sentences: 
- Avoid contact with eyes (b) and (c) 

(b) Depilatories - 5 % ready for use - In the event of contact - Contains thioglycolate 
pH 7 to 12.7 with eyes, rinse imme- - Follow, the instructions 

diately with plenty of - 
(c) 

Keep out of reach of children 
Other hair care products - 2 % ready for use water and seek medical 
which are removed after pH 7 to 9.5 advice 
application 

The abovementloned - Wear suitable gloves (a) 

percentages are calculated as and (c) only) 

thioglycolic acid. 
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Reference 
number 

a 
2b 

Substance 

Thloglycolic acid esters 

Oxalic acid, its esters 
and alkaline salts 

Tosylchloramide 
sodium (*) 
Chlorates of alkali 
metals 

Dichloromethane 

Field of application and/or use 
RESTRICTIONS I 

Hair waving or straightening 
products: 
- general use 

- professional use 

Hair care products 

(a) Toothpaste 

ib) Other uses 

Maximum authorlsed 
concentration in the finished 

cosmetic product 

- 8 %  ready for use 
pH 6 to 9.5 

- 11% ready for use 
pH 6 to 9.5 

The abovementioned 
percentages are calculated as 
thioglycolic acid 

5% 

6 %  calculated as NH, 

0.2 %  

(4 5 %  

04 3 %  
35 %  (when mixed with l.l.l- 
trichloroethane, total 
concentration must not 
exceed 35 %) 

/ 

Other limitations and 
requirements 

c 

The directions for use 
drawn up in the national 
or official language(s) must 
obligatorily incorporate the 
following sentences: 
- May cause sensitisation 

in the event of skin 
contact 

- Avoid contact with eyes 
- In the event of contact 

with eyes, rinse 
immediately with 
plenty of water and 
seek medical advice 

- Wear suitable gloves 

I 

Conditions of use and warnings 
which must be printed on the label 

f 

- Contains thioglycolate 
- Follow the instructions 
- Keep out of reach of children 
- For professlonal use only 

- For professional use only 

- Above 2 96: contains ammonia 

0.2 96 as maximum 
impurity content 
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Reference 
number 

a 

8 

9 

Substance 

m- and p- 
Phenylenediamines, 
their N-substituted 
derivatives and their 
salts; N-substituted 
derivatives of o- 
phenylenediamines (‘) 

Methylphenylene- 
diamines. their N- 
substituted derivatives 
and their salts (‘) with 
the exception of 
substance No 364 in 
Annex II 

Field of application and/or use 

Jxidizlng colouring agents 
:or hair dyeing 
[a) general use 

(b) professional use 

3xidizing colouring agents for 
hair dyeing 
[a) general use 

10 % calculated as free base 

:b) professional use 

Maximum authorised 
concentration ln the finished 

cosmetic product 

d 

6 % calculated as free base 

Other limitations and 
requirements 

Conditions of use and warnings 
which must be printed on the label 

f 
[a) - Can cause an allergic 

reaction 
- Contains phenylenediamines 
- Do not use to dye eyelashes 

or eyebrows 

(b) - For professional use only 
- Contains phenylenediamines 
- Can cause an allergic 

reaction 
- Wear suitable gloves 

(a) -- Can cause an allergic 
reaction 

- Contains phenylenediamines 
- Do not use to dye eyelashes 

or eyebrows 
[b) - For professional use only 

- Contains phenylene- 
diamines 

- Can cause an allergic 
reaction 

- Wear suitable gloves 

(1) These substances may be used singly or in combination provided that the sum of the ratios of the levels of each of them in the cosmetic product expressed with reference to the 
maximum level authorized for each of them does not exceed the value given in column d. 
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Reference Substance RESTRICTIONS Conditions of use and warnings 
number Field of application and/or use Maximum author&d Other limitations and which must be printed on the label 

concentration In the finished requirements 
cosmettc product 

a b C d e f 

10 Diaminophenols (‘) Oxidizing colouring agents for 10 96 calculated as free base (a) - Can cause an allergic 
hair dyeing reaction 
(a) general use - Contains diaminophenpls 

- Do not use to dye 
eyelashes or eyebrows 

(b) professional use (b) - For professional use only 
- Contalns diaminophenols 
- Can cause an allergic 

reaction 
- Wear suitable gloves 

I1 

12 

Dichlorophen (‘) 0.5 % - Contains dichlorophen 

Hydrogen peroxide, and (a) Hair-care preparations 12 % H,Oz (40 volumes) present la) b) (4 
other compounds or or released - Contains hydrogen 
mixtures that release peroxide 
hydrogen peroxide, (b) Skin-care preparations 4 % of H,O, present or released - Avoid contact with eyes 
Lnciuding carbamide - Rinse eyes immediately if 
peroxide and zinc (c) Nail hardening 2 % of HEO2 present or released product comes into contact 
peroxide preparations with them 

(d) Oral hygiene products 0.1 % of H,O, present or 
released 

(4. - Wear suitable gloves 

(I) These substances may be used singly or in combination provided that the sum of the ratios of the levels of each of them in the cosmetic product expressed with reference to the 
maximum level authorized for each of them does not exceed the value given in column d. 
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Directive 76/768/EEC H ---------------------------------------------------------------------------------------------------- 

Reference Substance RESTRICTIONS Conditions of use and warnings 
number Field of application and/or use Maximum authorised Other limitations and which must be printed on the label 

concentration in the finished requirements 
cosmetic product 

a b c d e f 
13 Formaldehyde Nail hardeners 5 % calculated as formaldehyde Protect cuticles with grease or oil 

Contains formaldehyde (‘) 

14 Hydroquinone (‘) (a) Oxidizing colouring agent 
for hair-dyeing: 
1. general use 

2. professional use 

2% (a) I. - Do not use to dye 
eyelashes or eyebrows 

- Rinse the eyes 
immediately if the 
product comes into 
contact with them 

- Contains hydroquinone 
2. - For professional use only 

- Contains hydroquinone 
- Rinse the eyes 

immediately if the 
product comes into 
contact with them 

(b) Agents for localized skln 
lightener 

2% 04 - Contains hydroquinone 
- Avoid contact with the 

eyes 
- Apply to small areas 
- If Irritation develops 

discontinue use 
- Do not use on children 

under the age of 12 

(I) These substances may be used singly or in combination provided that the sum of the ratios of the levels of each of them in the cosmetic product expressed with reference to the 
maximum level authorized for each of them does not exceed the value given in column d. 

(2)- Only if the concentration exceeds 0.05%. 

35 



@  Directive WWEEC ---_--_-__-__-__-__-_____________ ____________-----_------------------------------------------------- 

Reference 
number 

15a Potassium or sodium 
hydroxide 

Lfib Lithium hydroxide 

Substance 

h 

, 

RESTRICTIONS 
Maximum authorised 

concentration in the finished 
cosmetic product 

Field of application and/or use 

(a) Nail cuticle solvent 

(b) Hair straightener 
i . general use 

2. professional use 

(c) pH adjuster - depilatories 

(d) Other uses as pH adjuster 
(a) Hair straightener 

1. general use 

2. professional use 

[a) 5 % by weight (‘) 

Lb) 
1. 2 % by weight (‘) 

2. 4.5 % by weight (‘) 

[c) up to pH 12.7 

[d) up to pH 11 

b) 
1. 2 % by weight (‘) 

2. 4.5 % by weight (‘) 

Other limitations and 
requtrements 

e 

-I- Conditions of use and warnings 
which must be printed on the label 

f 

(a) - Contains alkali 
- Avoid contact with eyes 
- Can cause blindness 
- Keep out of reach of 

children 
(b) 1. - Contains alkali 

- Avoid contact with eyes 
- Can cause blindness 
- Keep out of reach of 

children 
2. - For professional use only 

- Avoid contact with eyes 
- Can cause blindness 

(4 - Keep out of reach of 
children 

- Avoid contact with eyes 

(a) 1. - Contains alkali 
- Avoid contact with eyes 
- Can cause blindness 
- Keep out of reach of 

children 
2. - For professional use only 

- Avoid contact with eyes 
- Can cause blindness 

(b) Other uses 

(i) The quantity of sodium, potassium or lithium hydroxide is expressed as weight of sodium hydroxide. In case of mixtures, the sum should not exceed the limits given in column 
d. 

36 



------------ ________________________________________------------------------------------------------ Directive 761768EEC n 

Reference Substance RESTRICTIONS Conditions of use and warnings 
number Field of application and/or use Maximum authorised Other limitations and which must be printed on the label 

concentration in the finished requirements 
cosmetic product 

a b C d e f 

15c Calcium hydroxide (a) Hair straighteners (a) 7 % by weight calcium - Contains alkali 
containing two hydroxide - Avoid contact wlth eyes 
components: calcium - Can cause blindness 
hydroxide and a - Keep out of reach of children 
guanidine salt 

(b) Other uses 

16 Alpha-naphthol 

17 Sodium nitrite 

Colouring agent for hair dyeing 0.5 % - Contains alpha-naphthol 

Rust inhibitor 0.2 96 Do not use with secondary 
and/or tertiary amines or 
other substances forming 
nitrosambies 

18 

19 

Nitromethane 

Phenol and its alkali 
salts 

Rust inhibitor 0.3 % 

Soaps and shampoos 1 96 calculated as phenol - Contains phenol 

21 Quinine and its salts (a) Shampoos 

(b) Hair lotions 

(a) 0.5 56 calculated as 
quinine base 

(b) 0.2 % calculated as 
quinine base 
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Reference 
number 

a 
22 

b 
Resorcinol (‘) 

23 [a) Alkalf sulphides 

Substance 

(b) Alkaline earth 
suiphldes 

Field of application and/or use 

[a) Oxidizing coiouring agent 
for hair dyeing 
1, general use 

2. professional use 

:bl Hair lotions and shamwos 
3 Depilatories 

:b) Depilatories 

Maximum authorised 
concentration in the finished 

cosmetic product 
d 

b) 5 %  

[b) 0.5 %  

Other limitations and 
requirements 

P 

Conditions of use and warnings 
which must be printed on the label 

f 

24 
1. - 

- 

- 

2. - 
- 
- 

bl - 

Contains resorcinol 
Rinse hair well after 
application 
Do not use to dye 
eyelashes or eyebrows 
Rinse eyes immediately if 
product comes into contact 
with them 
For professional use only 
Contains resorcinol 
Rinse eyes immediately if 
product comes into contact 
wlth them 

Contains Resorcinol 
a) 2 %  calculated as sulphur 

pH ZC 12.7 

(b) 6 %  calculated as sulphur 
pH zi 12.7 

a) - Keep out of reach of 
children 

- Avoid contact with eyes 
b) - Keep out of reach of 

children 
- Avoid contact with the 

(1) These substances may be used singly or in combination provided that the sum of the ratios of the levels of each of them in the cosmetic product expressed with reference to the 
maximum level authorixed for each of them does not exceed the value given in column d. 
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Reference Substance RESTRICTIONS Conditions of use and warnings 
number Field of application and/or use Maximum authorised Other limitations and which must be printed on the label 

concentration in the flnished requirements 
cosmetic product 

a b C d e f 

24 Water-soluble zinc salts 1 % calculated as zinc 
wlth the exception of 
zinc-4-hydroxybenzene- 
sulphonate and zinc 
pyrithione 

25 Zinc 4-hydroxybenzene Deodorants, antiperspirants 6 % calculated as % of - Avoid contact with eyes 
sulphonate and astringent lotions anhydrous substance 

26 Ammonium monofluoro- Oral hygiene products 0.15 % calculated as F - Contains ammonium 
phosphate When mlxed with other fluorine monofluorophosphate 

compounds permitted under 
this Annex, total F 
concentration must not exceed 
0.15 % 

27 

28 

29 

30 

Sodium monofluoro- 
phosphate 

Potassium monofluoro- 
phosphate 

Calcium monofluoro- 
phosphate 

Calcium fluoride 

Ditto 

Ditto 

Ditto 

Ditto 

0.15% 
Ditto 

0.15 % 
Ditto 

0.15 % 
Ditto 

0.15 % 
Ditto 

- Contains sodium 
monofhrorophosphate 

- Contains potassium 
monofluorophospate 

- Contains calcium 
monofluorophosphate 

- Contains calcium fluoride 

31 Sodium fluoride Ditto 0.15 % 
Ditto 

- Contains sodium fluoride 

32 Potassium fluoride Ditto 0.15 % 
Ditto 

- Contains potassium fluoride 
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RESTRICTIONS Conditions of use and warnings 
Field of application and/or use Maximum authorised Other limitations and which must be printed on the label 

concentration in the flnished requirements 
cosmetic product ! ! I 

I 33 
I 

Ammonium fluoride 
I 

Ditto I 0.15% 
Ditto I - Contains ammonium fluoride 

I 

Ditto 0.15 96 
Ditto 

- Contains aluminium fluoride 

0.15 % Ditto 
Ditto 

Ditto 0.15% 
Ditto 

- Contains stannous fluoride 

- Contains hexadecyl ammonium 
fluoride 

38 

J-(N-Hexadecyl-N-L- 
hydroxyethyl-ammonio) 
propylbis (2- 
hydroxyethyl) 
ammonium 
dihydrofluoride 

N,N’,N’- 
Tris(poIyoxyethyIene)- 
N-hexadecyl- 
propylenediamine 
dihydmfluorlde 

Ditto 

Ditto 

~ 0.15% 
Ditto 

I 

0.15 % 
~ Ditto 

- Contains 3-(N-Hexadecyl-N-Z- 
hydroxyethyl-ammonia) 
propylbis (2-hydroxyethyl) 
ammonium dthydrofluoride 

- Contains N.N’,N’- 
tris(polyoxyethylene)-N- 
hexadecylpropylenediamine 
dihydrofluoride 

39 

40 

41 

Octadecenyl-ammonium Ditto 
fluoride 

Sodium fluorosilicate Ditto 

Potassium fluorosilicate Ditto 

0.15 % 
Ditto 

0.15% 
Ditto 

0.15 % 
Ditto 

- Contains octadecenyl-ammonium 
fluoride 

- Contains sodium lhrorosilicate 

- Contains potassium fluorosilicate 
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Reference Substance RESTRICTIONS Conditions of use and warnings 
number 9 Field of application and/or use Maximum authorlsed Other limltatlons and which must be printed on the label 

concentration In the finished requirements 
cosmetic product 

a b C d e f 

42 Ammonium Ditto 0.15% - Contains ammonium fluorosilicate 
fluorosilicate Ditto 

43 Magnesium Ditto 0.15 % - Contains magnesium 
fluorosllicate Ditto fluorosilicate 

44 1,3-Bis(hydroxymethyl)- (a) Hair care preparations (a) Up to 2 % (a) Prohibited in aerosols - Contains 1,3-bis(hydroxymethy1) 
lmidazolidine-2-thione dispensers (sprays) imidazolidine-2-thione 

(b) Nail care preparations (b) Up to 2 % (b) The pH of the product 
as applied must be less 
than 4 

45 Benzyl alcohol Solvents, perfumes and 
flavourings 

46 

47 

6-methylcoumarin 

Nicomethanol 
hydrofluoride 

Oral hygiene products 

Oral hygiene products 

0.003 % 

0.15 % calculated as F 
When mixed with other fluorine 
compounds permitted under 
this Annex, total F 
concentration must not exceed 
0.15 % 

- Contains nicomethanol 
hydrofluoride 

48 Sliver nitrate Solely for products intended for 4 % - Contains silver nitrate 

colouring eyelashes and - Rinse the eyes immediately if 

eyebrows product comes intocontact with 
them 

49 Selenium disulphide Anti-dandruff shampoos 1% - Contains selenium disulphlde 
- Avoid contact with eyes or 

damaged skin 
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42 

Reference 
number 

Substance 
Field of application and/or use 

RESTRICTIONS 
Maximum authorised 

concentration in the finished 
cosmetic product 

Other limitations and 
requirements 

Conditions of use and warnings 
which must be printed on the label 

a b C d e f 

50 Aluminium zirconium Antiperspirants 20 % as anhydrous aluminlum 1. The ratio of the number - Do not apply to irritated or 
chloridehydroxide zirconium chlorldehydroxide of aluminium atoms to damaged skin 
complexes Al,Zr(OH),Cl, that of zirconium atoms 
and the aluminium must be between 2 and 
zirconium 10 
chloridehydroxide 5.4 % as zirconium 2. The ratio of the number 
glycine complexes of (Al + Zr) atoms to 

that of chlorine atoms 
must be between 0.9 
and 2.1 

3. Pmhiblted in aemsol 
dispensers (sprays) 

51 Quinolin-8-01 and his (8- Stabilizer for hydrogen 0.3 % calculated as base 
hydroxy-quinolinium) peroxide in rinse-off hair-care 
sulphate preparations 

Stabilizer for hydrogen 0.03 % calculated as base 
peroxide In non-rinse-off hair- 
care preparations 

52 

53 

54 

Methanol Denaturant for ethanol and 5 96 calculated as a % of ethanol 
iso-propyl alcohol and isopropyl alcohol 

Etidronic acid and its (a) Hair-care 1.5 % expressed as etidmnic 
salts (l-hydroxy acid 
ethylidene-diphosphonic (b) Soap 0.2 96 expressed as etidronic 
acid and its salts) acid 

I-Phenoxypmpan-2-ol - Rinse-off products only 2% As a preservative. see 
- Prohibited in oral hygiene Annex VI. Part 1, No 43 

products 



--------------_-------------------------------------------------------------------------------------- Directive 761768lEEC B 

Reference 
number 

Substance 
Field of application and/or use 

RESTRICTIONS 
Maximum authorised 

concentration in the finished 
cosmetic product 

Other limitations and 
requirements 

Conditions of use and warnings 
which must be printed on the label 

a b C d e f 

55 Lead acetate Only for hair dyeing 0.6 96 calculated in lead - Keep away from children 
- Avoid all contact with the eyes 
- Wash hands after use 
- Contains lead acetate 
- Do not use to dye eyelashes, 

eyebrows or moustaches 
- If irritation develops, discontinue 

use 

56 Magnesium fluoride Dental hygiene products 0.15 % calculated as F 
When mixed with other fluorine 
compounds permitted under 
this Annex, total F 
concentration must not exceed 
0.15 % 

- Contains magnesium fluoride 

57 Strontium chloride 
hexahydrate 

(a) Toothpaste 3.5 % calculated as strontium. 
When mixed with other 
permitted strontium 
compounds the total strontium 
content must not exceed 3.5 % 

- Contains strontium chloride. 

- Frequent use by children is not 
advisable 

(b) Shampoo and face care 
products 

2.1 % calculated as strontium 
When mixed with other 
permitted strontium 
compounds the total strontium 
content must not exceed 2.1 % 
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Reference 
number 

a 
i8 

i9 

i0 

Substance 

Strontium acetate 
hemihydrate 

Talc: Hydrated 
magnesium silicate 

Fatty acid 
dialkanolamides 

Field of application and/or use 

foothpaste 

(a) Powdery products 
intended to be used by 
children under three years 
of age 

lb) Other oroducts 

RESTRICTIONS 
Maximum authorised 

concentration in the finished 
cosmetic product 

d 
3.5 % calculated as strontium 
When mixed with other 
permitted strontium products 
the total strontium content 
must not exceed 3.5 % 

Maximum dialkanolamine 
content: 0.5 % 

Other limitations and 
requirements 

- Do not use with 
nitrosating systems 

- Maximum 
dialkanotamine 
content: 5 96 (concerns 
raw materials) 

- Maximum N-nitroso- 
diafkanolamine 
content: 50 &kg 

- Keep in nitrite-free 
containers 

T- Conditions of use and warnings 
which must be printed on the label 

f 
- Contains strontium acetate 
- Frequent use by children is 

not advisable 

(a) - Keep powder away from 
children’s nose and mouth 

. 
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Reference 
number 

Substance 
Field of application and/or use 

RESTRICTIONS 
Maximum authorised 

concentration in the finished 
cosmetic product 

Other limitations and 
requirements 

Conditions of use and warnings 
which must be printed on the label 

a b C d e f 

51 Monoalkanolamines Maximum dialkanolamine - Do not use with 
content: 0.5 $6 nitrosating systems 

- Minimum purlty: 99 % 
- Maximum secondary 

alkanolamine content: 
0.5 % (concerns raw 
materials) 

- Maximum N-nitroso- 
dialkanolamine 
content: 50 @kg 

- Keep in nitrite-free 
containers 

52 Trialkanolamines (a) non-rinse-off products (a) 2.5 96 (4 (b): 
- Do not use with 

0.4 other products nitrosating systems 
- Minimum purity: 99 % 
- Maximum secondary 

alkanolamine content: 
0.5 % (concerns raw 
materials) 

- Maximum N-nitroso- 
dialkanolamine 
content: 50 &kg 

- Keep in nitrite-free 
containers 
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Reference Substance RESTRICTIONS Conditions of use and warnings 
number Field of application and/or use Maximum authorised Other limitations and which must be printed on the label 

concentration in the finished requirements 
cosmetic product 

a b C d e f 
63 Strontium hydroxide pH-regulator in depilatory 3.5 % calculated as strontium, - Keep out of reach of children 

products max. pH of 12.7 - Avoid contact with the eyes 

64 Strontium peroxide Rinse-off hair care 4.5 % calculated as strontium All products must meet the - Avoid contact with eyes 
preparations professional use in the ready-for-use preparation hydrogen peroxide release - Rinse eyes immediately if product 

requirements comes tnto contact with them 
- For professional use only 
- Wear suitable gloves 
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List of substances provisionally allowed 

RESTRICTIONS I I I 
Reference 
number Substance 

Field of application 
and/or use 

Maximum authorized 
concentration In the 

finished cosmetic product 

Other limitations and 
requirements 

Conditions of use and 
warnings which must be 

printed on the label 

Allowed until 

a b C d e f g 

I I 7 1 l 

Note: no substance is listed in this section for the present time. 
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