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(Acts whose publication is not obligatory)

COUNCIL

COUNCIL DIRECTIVE
of 17 May 1982

amending for the second time Directive 76/768/EEC on the approximation of the laws of
the Member States relating to cosmetic products

(82/368/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 (1),

Having regard to the opinion of the European
Parliament (2),

Having regard to the opinion of the Economic and
Social Committee (3),

Whereas the implementation of Council Directive
76/768/EEC of 27 July 1976 on the approximation of
the laws of the Member States relating to cosmetic
products (%), as amended by Directive 79/661/EEC (5),
showed that certain amendments should be made to
Annexes II, III, IV and V;

Whereas, in order to protect public health, measures
should be taken with regard to mandatory warnings on
the labels of cosmetic products containing thioglycollic
acid, its salts and esters;

(1) OJ No C 165, 2.7. 1979, p. 52.
() OJ No C 175, 14. 7. 1980, p. 88.
(3) OJ No C 83, 2. 4. 1980, p. 7.

(% OJ No L 262, 27. 9. 1976, p. 169.
(5) O] No L 192, 31. 7. 1979, p. 3.

Whereas the use of hydrogen peroxide is not restricted
to oxydizing colouring agents for hair dyeing;
whereas the use of this substance should therefore also
be authorized for hair care products, with the
requirement that certain warnings be printed on the
label to safeguard health;

Whereas in certain circumstances it is not necessary to
mention the formaldehyde content on the label when
this substance is not used as an ingredient of a cosmetic
product but is inevitably present as a residue from the
processing of raw materials;

Whereas the field of application and/or use of
hydroquinone should be specified;

Whereas the maximum authorized concentration of
potassium or sodium hydroxide in depilatories should
be specified;

Whereas a decision may be taken with regard to the
substances listed in Part 1 of Annex IV to Directive
76/768/EEC, in accordance with Article 5 thereof;

Whereas Parts 2 and 3 of Annex IV to the same
Directive do not correspond with the list of colouring
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agents actually used in the preparation of cosmetic
products; whereas this list should therefore be updated;

Whereas a list of substances authorized for use as
preservatives can be drawn up on the basis of the latest
scientific and technical research;

Whereas a procedure for updating the Annexes rapidly
should be introduced;

Whereas the presence of traces of substances which
cosmetic products must not contain according to
Annex Il to Directive 76/768/EEC is technologically
inevitable with correct manufacturing processes;
whereas therefore certain provisions should be made in
this connection;

Whereas the English, German and Dutch versions of
Directive 76/768/EEC of 27 July 1976 contain
typographical errors which should be corrected,

HAS ADOPTED THIS DIRECTIVE:

Article 1

Directive 76/768/EEC shall be amended in accordance
with the provisions set out hereinafter.

Article 2

Annex II shall be amended as follows:

— replace the title by:

‘List of substances which must not form part of the
composition of cosmetic products’;

— replace ‘46 Barium salts’ by:

‘Barium salts, with the exception of barium
sulphate, barium sulphide under the conditions laid
down in Annex IIl, Part 1, lakes prepared from
barium sulphate and pigments prepared from the
colouring agents listed in Annex III, Part 2 and
Annex IV, Parts 2 and 3 and marked 1 (Ba)’;

— replace ‘191 Hydrofluoric acid’ by:

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

— replace 221 Mercury and its compounds’ by:

‘Mercury and its compounds, with the exception of
those listed in Annex V and Annex VI, Part 2’;

— at 268 delete ‘Phenol and its alkali salts, excluding
the exceptions listed in Annex III’ and replace by
‘Picric acid’;

— replace ‘321 Thiourea and its derivatives, with the
exception of those listed in Annex IV, Part 1’ by:

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

— replace ‘350 Tetrabromosalicylanilides’ by:

‘Tetrabromosalicylanilides except as impurities of
tribromosalicylanilide according to the criteria laid
down in Annex IV, Part 1°;

— replace ‘351 Dibromosalicylanilides, e.g. metabrom-

salan (*) and dibromsalan (*)" by:

‘Dibromosalicylanilides, except as impurities of
tribromosalicylanilide according to the criteria laid
down in Annex IV, Part 1’;

— replace ‘360 Sassafras officinale Nees oil containing
safrole’ by:

‘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’.

Article 3

1. Part 1 of Annex IiI shall be replaced by the Annex
given in Annex 1 to this Directive.

2. Part 2 of Annex III shall be amended as follows:

(a) Reds

— In the third and sixth columns delete:
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— ‘E 180’ against colouring agent No 10
corresponding to colour index number
15 850,

(a) Reds

— Delete the following colouring agents:

— ‘E 420’ against colouring agent No 26
corresponding to colour index number
77 015.

Reference number Colour index number

2 12 350
3 12 385
4

— In the second column, replace: 1 75 580

‘15 630 (Ba)’ by ‘15 630: 1 (Ba)’,

15 630 (Sr)” by ‘15 630: 3 (Sr)’,
15 865 (Sr)” by ‘15 865: 3 (Sr)’, — For reference number S replace the numbers
‘45 170 (Ba)’ by ‘45 170: 1 (Ba)’. ‘15 500’ and ‘15 500 (Ba)’ in the second column

by ‘17 200’ and delete the reference to the field
of application in the fourth column.
(b) Oranges and yellows »
— For colouring agent No 6 replace ‘15 585 (Ba)’

For colouring agent No 23, replace the colour index in the second column by 15 585 : 1 (Ba)".

number ‘45 395 in the second column by ‘45 396’.

(©) Greens and blucs (b) Oranges and yellows

For colouring agent No 4 corresponding to colour
index number 44 090 enter the number ‘E 142’ in
the third and sixth columns.

(d) Violets, browns, blacks and whites

— Delete colouring agent No 8 corresponding to
colour index number 77 0035.

— In the third and sixth columns delete ‘Part of E
153> and ‘E 153’ respectively for colouring
agents Nos 12 and 13 corresponding to colour
index numbers 77 266 and 77 267.

~— Add reference number ‘26’ and enter ‘Part of E
153’ and ‘E 153’ respectively in the third and
sixth columns corresponding to this reference
number,

(e) Footnote (*)

Add the following sentence:

‘They shall continue to be subject to the general
criteria set out in Annex III to the Directive of 1962
concerning colouring matter, where the “E” number
has been deleted in that Directive.’

Article 4

. Annex IV, Part 1 shall be replaced by the Annex

given in Annex 2 to this Directive.

2. Annex IV, Part 2 shall be amended as follows:

For reference number 2, replace colour index
number ‘45 340’ in the second column by ‘40 850°
and add the number ‘E 161g’ in the third and sixth
columns.

(d) Violets, browns, blacks and whites

Delete colouring agent No 8 corresponding to
colour index number 77 718.

(e) Footnote (*)

3.

Add the following sentence:

“They shall continue to be subject to the general
criteria set out in Annex III to the said Directive,
where the “E” number has been deleted in that
Directive.’

Annex IV, Part 3 shall be replace& by the Annex

given in Annex 3 to this Directive.

Article §

In Annex V:

— Replace:

‘2. Hexachlorophene (for all uses other than that
stated in Part 1 of Annex III)’

by:

2. Hexachlorophene (for all uses other than that
stated in Annex VI, Part 1)’;
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— Replace:

5. Strontium and its salts, with the exception of
those used in the colouring agents listed in
Part 2 of Annex III and Parts 2 and 3 of Annex
A%

‘5. Strontium and its-salts, with the exception of
strontium sulphide under the conditions laid
down in Annex III, Part 1, and strontium salts
used in the colouring agents listed in Annex III,
Part 2 and Annex IV, Parts 2 and 3, and
marked: 3 (Sr)’;

— Replace:
‘6. Zirconium and its derivatives’
by:

‘6. Zirconium and its compounds’;

— Add:
10. Chloroform.

11. Hydroquinone, for use as a skin-lightener.’

Article 6
An Annex VI shall be added, listing the substances
which may be used as preservatives in the manufacture

of cosmetic products under the conditions set out in the
said Anneéx and in the preamble thereto.

Article 7

Article 4 shall be amended as follows:

‘Article 4

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

(a) (unchanged)
(b) (unchanged)
(c) (unchanged)
(d) (unchanged)

(e) preservatives other than those listed in
Annex VI, Part 1;

(f) 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.

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

Article 8

Article § shall be amended as follows:

‘Article §

Until 31 December 1985 Member States shall allow
the marketing of cosmetic products containing:

{a) (unchanged)

(b) (unchanged)
(¢) (unchanged)

(d) the preservatives listed in Annex VI, Part 2,
within the limits and under the conditions laid
down; however, these substances may be used in
other concentrations for specific purposes
apparent from the presentation of the product.

On 1 January 1986 these substances, colouring
agents and preservatives shall be:

— definitively permitted,
— or definitively prohibited (Annex 1I),

— or retained for a period as specified in Annex IV
or VI,

~— or deleted from all Annexes to this Directive.’

Article 9
In Article 6 (1) (d) the words ‘in Annexes III and IV’

shall be replaced by the words ‘in Annexes III, IV
and VI'.

Article 10

Article 8 shall be replaced by the following:
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‘Article 8

1. (unchanged)

2. The amendments necessary for adapting
Annexes II to VI to technical progress shall be
adopted in accordance with the same procedure,
after consultation of the Scientific Committee for
Cosmetology at the initiative of the Commission or
of a Member State.

However, in the case of Annexes IIl to VI this
procedure will apply until 31 December 1988. No
later than six months before that date, the Council
acting unanimously on a Commission proposal shall
take the appropriate measures.’

Article 11

The following Article shall be inserted:

‘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;

(c) 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

next 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 for Cosmetology 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.’

Article 12

1. The English language version is corrected in
accordance with Annex 5.

2. The German language version is corrected in
accordance with Annex 6.

3. The Dutch language version is corrected in
accordance with Annex 7.

Article 13

1. Member States shall take all necessary measures to
ensure that as from 1 January 1986 neither
manufacturers nor importers established in the
Community place on the market products which do not
satisfy the requirements of this Directive.

2. Member States shall take all necessary measures to
ensure that the products referred to in the first
paragraph can no longer be sold or disposed of to the
final consumer after 31 December 1987.

Article 14

1. Member States shall bring into force the laws,
regulations and administrative provisions necessary to
comply with the provisions of this Directive not later
than 31 December 1983 and shall forthwith inform the
Commission thereof.

2. Member States shall ensure that the texts of the
provisions of national law which they adopt in the field
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governed by this Directive are communicated to the Done at Brussels, 17 May 1982.
Commission.

For the Council

Article 15 The President

This Directive is addressed to the Member States. P. de KEERSMAEKER
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ANNEX 3
‘ANNEX IV
PART 3
A. LIST OF COLOURING AGENTS PROVISIONALLY ALLOWED FOR COSMETIC PRODUCTS
WHICH DO NOT COME INTO CONTACT WITH THE MUCOUS MEMBRANES

Reds

11215, 12 310, 12 420, 16 150, 18 050, 18 065, 18 810, 26 105, 45 100, 50 240 and Acid Red 195.

Oranges and yellows

11020, 11 021, 11 680, 11 700, 11 710, 13 065, 16 230, 18 690, 18 736, 19 120, 21 230, 71 105.

Blues and greens

10 006, 10020, 42045, 42080, 44025, 62095, 63000, 74100, 74220, 74350, 77 420,
Bromothymol Blue, Bromocrenol Green.

Violets, browns, blacks and whites

12010, 12 480, 42 555, 46 500, 50 420, 51 319, 61 710, Brown FK.

B. LIST OF COLOURING AGENTS PROVISIONALLY ALLOWED FOR COSMETIC PRODUCTS
WHICH COME INTO CONTACT ONLY BRIEFLY WITH THE SKIN

Reds

11210, 12 370, 12459, 12 485, 12 512, 12 513, 12 715, 14 895, 14 905, 16 045, 18 125, 18 130,
23 266, 24 790, 27 300, 27 306, 28 160, 45 110, 45 150, 45 220, 60 710, 62 015, 69 025, 71 100,
73 312, 73 905, 73 915, Pigment Red 144, Pigment Red 166, Pigment Red 170, Pigment Red 188

Yellows and oranges

11725, 11730, 11765, 11767, 11855, 11 870, 12055, 12 140, 12 700, 12 790, 14 600, 14 690,
15 970, 18 820, 20 040, 21 096, 21 100, 21 105, 21 108, 21 110, 21 115, 22 910, 23 900, 25 135,
25 220, 26 090, 29 020, 40 215, 48 040, 48 045, 48 055, 56 205, 75 660, 77 199, 77 878, Acid yellow
127, Pigment Yellow 93, Pigment Yellow 98, Pigment Orange 31, 77 955.

Blues and greens

12 775, 34 230, 42 052, 42 085, 42 095, 42 100, 50 315, 50 405, 52 015, 52 020, 61 135, 61 505,
61525, 61 585, 62 005, 62 045, 62 105, 62 560, 69 810, 74 180, 74 255, Solvent Blue 2, Solvent Blue
19, Acid Blue 82, Acid Blue 181, Acid Blue 272,

Violets, browns, blacks and whites
14 805, 17 580, 20 285, 20 470, 21 010, 25 410, 42 510, 42 520, 42 535, 42 650, 45 175, 50 32§,

60 010, 60 730, 61 105, 62 030, Acid Brown 19, Acid Brown 82, Disperse Violet 23, Acid Brown 104,
Acid Brown 106, Pigment Violet 37, Pigment Brown 30°.
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ANNEX 4

‘ANNEX VI

LIST OF PRESERVATIVES WHICH COSMETIC PRODUCTS MAY CONTAIN

PREAMBLE

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

2. The substances marked with the symbol (*) may also be added to cosmetic products in
concentrations other than those laid down in this Annex for other specific purposes apparent from
the presentation of the product, e.g. as deodorants in soaps or as anti-dandruff agents in shampoos.

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

4. For the purposes of this list:

— ‘Salts’ is taken to mean: salts of the cations sodium, potassium, calcium, magnesium,
ammonium and ethanolamines; salts of the anions chloride, bromide, sulphate, acetate.

— “Esters’ is taken to mean: esters of methyl, ethyl, propyl, isopropyl, butyl, isobutyl, phenyl.



15.6.82

Official Journal of the European Communities

No L 167/20

unys 3y1 Yim 1>eI000 paduojord

"0 $O-( UBY) 2J0W JO UOHENUIIUOD B Ul JI A[UQ (7)

Ul urewax Yorym pue a8e Jo sJead 391y Jopun UIppYd 10§ pasn aq wydiw yoiym s1onpoid 10y £[3[0§ (;)

suaydoio[yoexay
suteluo)) -a8e  jJo  s1wak a1yl

s1onpoid auatdLy arewmui
pue 38 jo sieak 221yl Iopun

19pun UdIp[IY> 0§ pasn 3q 03 0N ua1p[ry> 10 spnpoid ur panquyoig % 1-0 (s) (NINI) duaydoioyoexaH 9
apAyap[ewioy 321) se passardxa
(sua184y [e1o 105 spnpoid) o, 1.0
sureoj 10§ 1daoxa (suardAy (&) quuEmESwEa&.
(z) apAyaprewrio} suteuo)) ‘s1asuadsip [osolee uwl  panqIyolg [e1o 103 s1npoid 10§ 1dadxa) o4, 7.0 pue 3pAyspieulog S
(P©E) % 9.0 3®
P3X1j SuTBWaI SIJISI puE SI[ES ‘SpIdE
9Y1 JO UOIIEIIUIDUOD [B10] WNWIXeWw
Y1 ‘s191S3 PIOE 21GIOS UM pIxIw jf (&) S3fES Su pue
(pe) 2% 9.0 (poe Jl0UdIp-4°7-EXIY) PIdE 11qIOG v
soodweys 10§ 1daoxa
(1) 33e jo s1eaf 2312 ‘a8e Jo sieak 2a1yy sopun uAIP[IYO
I9pun UIP[IYD I0J PIsn 3q 01 0N 1oy suoneiedsrd ur pasn aq 03 10N (pe) 9% §-0 () S[Es su1 pue pioe JAdies €
(PP®) % T (s) s3es st pue pwe swordoig [4
(pwe) 9% -0 (&) $19183 pue sifes sut ‘pide dl0zusg 1
9 P J q e
~omwm__uh_ﬁwncvmMuwﬂ_&wwnm””__“_vmw_wg sjuawoannbal pue suoneynun| UOIIEIIUIDUOD PIZLOYINE WNUNXEN durISqng uwﬂ.w”w”.m

AIMOTIV STALLVAYASTUd 40 LSI'T

I 14vd



No L 167/21

Official Journal of the European Communities

$19183 jJO wUHSuX_E 10§ :u-oﬁv % 8-0

() 19183 [Azuaq 1dadX3 519153 pue

15. 6. 82

1313 | 10} (PE) % -0 Sijes s pue pide J10zUIqAXOIPAY-f Z1
Sweoj
[OUBINGOIOYD SUIEIUOD) 10 1daoxa ‘s[osOIoe Ul PAIQIYOIJ % §-0 (NNI) [oueinqoio[yD i1
asn
1ayye jjo pasuu snpoid 10§ A[uQ % 10 alepor wnipog o1
20§ 223 se passaidxa (s) senydinsusBoipdy
% T+0 pue saydins dwedrouj 6
aud184y [eI1o0
10§ swnpoid ul uappiqio} ‘asn 131E
Jjo pasunr spnpoid w pazuoyny % §-0 («) (NINI) durz suonptig 8
[ouayd sy se passardxa (,) sies su
% T-0 pue (joudydjAusyd-o) [o-g-fAudydig L
2 p b q e
[2qE] 23 uo pajund 3q snw YoM suawannbas pue suoneuny UONBIIUIDUCD PIZUOYINE WINWIXEW dueISqng o.wﬂw””%x

s3ururem pue asn JO SuUORIpUOD)




15. 6. 82

Official Journal of the European Communities

No L 167/22

(NNI) 23eU0IY33s1 Jutpnpur) sifes

% 1-0 s) pue (NNI) utpiwedoidowoiqiq 6
(s1eUOIYIIST
Suipnpur) sjjes sy pue (duipiw
-EX24OWoIqI(]) SUIPIWEZUIQIPAXOIp
% 1-0 -UIAYIAWEXIY- pp-owoIqiq ,£°E 8
() (93BOZUIQAXOIPAY
-y pue (NNI) d1euoniast Suipnpour)
% 1-0 si[es s1 pue (NNI) dulplwexay L
(proe) ¢, 1-0 13189 [AzUaq pIoe J10ZUaqAX0IpAH- 9
(P©E) % §-0 (&) proe druiog s
SIfes S} pue (p1oe d133de0IpAYa() uco%.
(PE) % 9-0 (HE W T-ueskdifpaw-9-14130y-¢ 4
% §-0 () (NNI) wisauaydiopy) 3
snpoxd YO (q) % € (q)
suat34y [e1o 10§ snpoid (&) % 6.0 (€) () poe ouog z
(suexoyidwi(]) I1eI0E
% T-0 [4-p-uexo1p-¢* [-[Ayoun-9c 1
e P 2 q e
ﬁomm._ .21 :ovmﬂmﬂ“wﬁwﬁ”vuwﬁ? sjuswannbal pue suonEIWIT UORENUIOUOD PIZLIOYINE WINWIXE aoueIsqng uwﬂwmwﬁ_m

AIMOTIV ATIVNOISIAOYUd STALLVAYESHUd 4O ISIT

¢ 14vd



No L 167/23

Official Journal of the European Communities

15. 6. 82

asn
1ye jjo pasunr spnpoid 10§ AuQ % 1:0 (4) suexoip ¢*1-oniu-g-owoig-¢< 81
% T+0 (NNI) 2u3jo10]) L1
(joueyisw (Axoyw
-Axo[Azuaq) pue [OUEYIPWAXO[AZUI]
% 7-0 Jo aimxmu [:] E) [pwojjdzudg 91
%T-0 () (NNI) surpnexsH ST
() 3res 12ddoo ay1 Suipnpour) sijes s
: PUE (pIdE OluUsSn) JUOIP-¢*[-UBINJ[OZ
-uaqIpjAytowp-q6* g-Ax01pAyIp-¢° L
%T-0 -0IpAYEnI-q6°E ‘T 1-[A139810-9°C 4!
() so3euDONsoydns
1y pue saprwe ([AyaxoipAy-7)siq
pue -ouow Iy  ‘sprwe Y
(pe) % 7.0 ‘SI19183 ‘s)es :iSpIdE JIOU-()[-09puf) €1
(ptoe) 9, 9.( I& Paxij SUIBWII $I19153
PuE si[es ‘SPIDE 3yl jJO UOLIEIIUIDUOD
{elos wnwixew ayl ‘syfes
S31 I0/puE PIdE DIQIOS YaIm pIaxiul ji («) (proe J10USIP-*7-EXIH])
(p1®) % 9.0 pId€ 21qI0s JO $191S] 41
spunodwod (s1e10q
sundrouwljduayd sureiuo) omq oniq Surpnpur)  syes  dumorwWAUayq 11
% L00-0
I paxy suleudl 81 JO UOLIENUIIUOD
wnuixeu a3 ‘aaang
sty1 Aq pazuoymne spunodwod
A[uo 13A0wal [ELMOIW Y0  yum  paxiw |
[€SI3WOTY) SureIuon) dn-ajew a2k pue dn-ayew 243 104 (8H J0) % L00:0 (NINI) [es1pwory J, 0t
El P bl q €
[2qe] a3 uo pazuud 3q Isnw yorym siuswoasmbaz Iaqumu
T pue suoneMwi] UOIIEIIUIDIUOD PIZUOYINE WNWIXEWN 2ourISqNg . sdusnapy

s3uruzem pue 3sn Jo suonipuo)




15. 6. 82

Official Journal of the European Communities

No L 167/24

(+) ((OSI)
— ueide)) apruxoqiedsip-géi-aud

% S0 -H-X3yo[24>( o3[ AY3awoIo Yo I )-N o€
usydosoydip sureiuo) %0 (NNI) uaydosopydiq 6T
% €-0 («) (NINI) uesopizy, 87
% T-0 :S{0so1de

Ul UOIIEJIUIDUOD WNWIXEN . %€-0 (») (NNI) ueqresorey LT
% T-0 () [0sam-p-0101YD-f 9T
% T-0 () (NNI) ueqresopis] LY4
% §1-0 (&) [0YoO[E [A2U3q0I0[YIJ-p‘T ¥T
% ST1-0 (+) [040d[E [AzuaqOIONYPIQ-H € 4
3PIWEIIIBOIONYD SUTBIUOY) % €-0 3pIWEIIDE0IONYD-T w
% €0 (&) [0S210-0-0WOIqEI |, 1z

{a)

(uaydoiopyoowoig) jouaydip-auajiys
% 10 -ow- , 7‘7-0I0[YoIp-§*4-0woIqIJ-9°9 (114
% 1-0 (+) (NNI) todouoxg 61
2 P o] q ®

_uuwa—suwnoﬁnwuwﬂammwnw”uﬁ“—@””wg wuﬁuEuHmsvou pue suoneywry UOTIeIIUIDUOD PIZLIOYINe WNUWIXeN RueIsqng DMNM”M—“M




Official Journal of the European Communities No L 167/25

15. 6. 82

‘0% $O-0 UBY3 3918518 SI UONEIIUIDUOD Y3 JT A[UQ (;)

% $-0 (») (JANI) wnipos suoryiukg or
apAyap[ewiioy J[qe[ieAe
A[[eona109y) 10 spAyap[eurio} () uro3UEBpAY
(1) apAyspiew1oj sureiuo)) asn 13Je Jjo pasuil sonpoid 10§ 231y se passaxdxa % T+0 -[Ay3auip-¢¢ ¢-[AyIWAX0IPAH-T 6€
apiurene
asn 1dye Jjo pasuti sonpoid 10 IpIUIEBIIIIONYD Y} 10f ¢, € .0 (AyrwAxoIpAy)-N-0I0[yD-7 8¢
% 1.0 [0sa1>-wu-[Adoxdos]- L€
(1) (B30 [AUIPI[OZEPIUIL,,) BIINIPILI
-JAgpow- , 1¢1-([A-p-UIpIjOZEPIWIOXO
% 9-0 1P~ T [AYIowAx0IpAy- 1) sig-, '€ 9¢
auIzeu-§ ¢ [-oxpAyexay Julsen-g ¢ 1-01pAy
(1AY12éx01pAy-7) su]-¢g“1 sureluo) % €-0 -BXoY([AY124x01pAY-7) S-S E T 13
33e jo sieak
21yl 19pun UAIPQYD 10j sidpmod
a8v jo s1eaf Ja1y1 wnofey ur 10 ‘Suiylequns  Ieye
Jopun UdIp[IYo> 10} Pasn 3q 031 ION paydde snpoid ur pasn 3q 01 10N % €+0 (1) sifes st pue jo-g-urjouind) ve
% 1-0 () Joudhx-g‘g-0101IQ-'T €€
% §:0 () JoudAx-g‘g-010[YD-} (43
(+) 2puopyoIpAyrp
pue a1ea08Ip ‘areuoon3ip
% €0 It pue (NN  duipixayiopy) 1€
2 P bl q 1
~umww_ﬁwuwnovm“uwﬂ_nwwﬁmwﬁﬂ_vuw_mwi siuswannbai pue suonesUTT UORENUIIUCD PIZLIOYINE WINUIIXEIN soueISqng uwww”w_% -




15. 6. 82

Official Journal of the European Communities

No L 167/26

"0h §0-0 UBY) 1218213 SI HOnENUadU0d 3yl J1 AJUQ ()

(ANNI)
% T-0 3pLIOIYIO[A[[EOIO[YD-¢ SUNUEBUBYISN 8

(JANNI)
% T-0 sleiswed  WNIUIUN[E  JUONPILIAJ Ly

asn

1aye yjo pasuls spnpoxd 1oy A[uQ % §-0 («) 3ptx0-1 [0--uIpudd 9

sleniu wntsaudew pue

suo-(H47) apuio[y> wnisaufew yum auo-(H7)e

¢-[OZEII0SI[AYIdW-7 pue 3UO(H7)E -[ozejiostjAylaw-z  pue 3uo(H7)E

[0Ze110S1[AY39w-7-0I0[Yd-¢ JO [:¢ -[ose1yI0sI-{Aq1pw-7-0I0[YD-§
OlIEI 3yl Ul JIMIXIW € JO) % §00-0 JO aImuxIjA [S%

apAyapfew1o a[qe[ieae A[[ed112109Y3

10 apAyspjewrIoj 231 se passaidxad (NNI) (urueuayiawr)
(1) apAyapreuLIoy sureiuo)) % -0 (&) UIWIEBIINIDUIAYIFWEXIL] by
% 1 () [oueyIdx0UY]-T g

(+) (3pHaoryo0Iphy
% €0 apruendiqausfyiswexay-1 )4[og (47

() eIpAyinn areydns

wnissudew yum 1npoid uouippe
% §-0 ‘(apixo-1 aurpudd)siqoryng-,z‘c 84
£l P > q 1

_u“_ww._:ﬂ“Movmwuuw:&wwnmwwhﬂvmw_wk sjuawdamba pue suoneInLry UOTIEIIUADUOD PIZHOYINE WNUNXEWN asueIsqng uﬂﬂ@”ﬂ%&




No L 167/27

Official Journal of the European Communities

15. 6. 82

‘0% SO-0 UeYs 19182333 §1 uonenudU0d Y} 1 A[UQ ()

% 1 [0-z-uedoidL{xouayd-{ 9¢
() (NND
spruuolq wnuowd)  Juipnpur)
SpuIO[Y>  pue  SpHUOI]  WNIU
% 1-0 -owweldounn  (77D-710) AV §§
aleULIEYOdES
pue opmuoiq su  ‘(,) (spxorp
I'T  duo~(H7)-g-[0zenpiosizudg-z-1
% §-0 “(NNI)  spuoy>  winiuoxezuag £}
% 1-0 () (NINI) 2pHO[y> wniuoyIdzuag €S
sasn 13410 10 % 1.0
(+) (OSI — surpoq)
asn 193k Jjo pasutl s1onpoid 104 % $-0 s1e120e winurptuendjoapog-1 rd
% 1 (+) [0yoaE [Azuag Is
apAysp[ewIIo] J[qE|IEAr A[[EO1I3I03Y)
10 3pAyap[ewo] 233 Se passaidxd () duOIp-H 7-suipijozeprwIjAy}
(1) apAyapeunioy suresuo) % -0 -uIp-¢* §-([AYIaWAX0IpAY)sig-€* 0s -
(«) uo-z-uenqrAyIaWIp-¢*e~([4
% §-0 -1-[ozeprun)-1-(&xouaydozopy)-y)-1 6%
£} P > q €
?M% uﬁ”ﬂﬂuﬂﬂ”ﬂﬁﬂ“ﬂﬂ.@ﬁ%& sjuawoannbal pue suoneuny UONEBIIUIOUOD PIZLIOYINE WNWIXEJN soueIsqng o.wﬂw”w.w.m




15. 6. 82

Official Journal of the European Communities

No L 167/28

3pIpot WnIuHoZEN
-[Ayrou--([Ayawauapl[A-z-utjozonp

Soodweys ‘suonoj 13103 ‘Swear) % 200-0 pr1Aysaw-4-[aday-¢ )-z-[ladoH-€ 8¢S
$3sn 13Y10 104 % S-0
ijes sujweoueylaouow
sy pue uopuid-z (jlauadidyqiounn
asn 191je Jjo pasuir spnpoid 10 % 0-1 b4 2)9-[Ayrau-p-Ax01pAY-1 LS
e P o] q e
13q¢] a3 uo pajuud 3q Isnw Yorgm s Jqumu
1ustnaambar pue suonenwury UOBEBIIUIIUOD PIZUIOINE WHWIXEN ouessqng Uy

sSururem pue asn jJo SUOIIPUO))




15. 6. 82

Official Journal of the Furopean Communities No L 167/29

ANNEX §

List referred to in Article 12 (1)

« ANNEX I (the following points read as indicated) :

2.

S.

29.

34.

39.

42.

48.

49.

50.

51.

52.

72.

80.

86.

91.

95.

112.

117.

119.

120.

121.

124.

128.

131.

132.

143.

156.

160.

2-Acetoxyethyltrimethylammonium hydroxide (acetylcholine) and its salts
[4-(4-Hydroxy-3-iodophenoxy)-3,5- diiodophenylJacetic acid and its salts
2-Amino-1,2-bis(4-methoxyphenyl)ethanol and its salts

Imperatorin (9-(3-methylbut-2-enyloxy)furo[3,2-g]chromen-7-one)
Antibiotics, with the exception of that given in Annex V

Apomorphine (R 5, 6, 6a, 7-tetrahydro-6-methyl-4H-dibenzo[de,g]quinoline-10,11-diol) and its
salts

Benzimidazol-2(3H)-one

Benzazepines and benzodiazepines

1-Dimethylaminomethyl-1-methylpropyl benzoate (amylocaine) and its salts
2,2,6-Trimethyl-4-piperidyl benzoate (benzamine) and its salts

Isocarboxazid*

Nitroderivatives of carbazole

Diphenoxylate* hydrochloride

N,N-bis(2-chloroethyl)methylamine N-oxide and its salts

Chlormezanone*

2-[2-(4-Chlorophenyl)-2-phenylacetyljindan 1,3-dione (chlorophacinone — ISO)
2-a-Cyclohexylbenzyl(N,N,N’,N’,-tetraethyl)trimethylenediamine (phenetamine)
0,0"-Diacetyl-N-allyl-N-normorphine

5-(ap-Dibromophenethyl)-5-methylhydantoin

N,N’-Pentamethylenebis (trimethylammonium) salts, e.g. pentamethonium bromide*
N,N'-[(Methylimino)diethylene]bis(ethyldimethylammonium) salts, e.g. azamethonium bromide*
N,N’-Hexamethylenebis(trimethylammonium) salts, e.g. hexamethonium bromide*
2-Diethylaminoethyl 3-hydroxy-4-phenylbenzoate and its salts

O,0’-Diethyl O-4-nitrophenyl phosphorothioate (parathion—ISO)

[Oxalylbisiminoethylene) Jbis[ (o-chlorobenzyl)diethylammonium] salts, e.g. ambenomium
cloride *

1,1-Bis(dimethylaminomethyl)propyl benzoate (amydricaine, alypine) and its salts

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

5,5-Diphenyl-4-imidazolidone
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196.

204.

207.

214.

217.

234,

243.

271.

276.

284,

307.

313.

346.

358.

(1R 4S,5R 85)-1,2,3,4,10,10-Hexachloro-6,7-epoxy-1,4,4a,5,6,7,8,8a-octahydro-1,4:5,8-dime
thanonaphthalene (endrin — ISO)

Ethyl bis(4-hydroxy-2-oxo-1-benzopyran-3-yl) acetate and salts of the acid
4,4’-Dihydroxy-3,3’-(3-methylthiopropylidene)dicoumarin
Decamethylenebis(trimethylammonium) salts, e.g. decamethonium bromide

a-Santonin  [(35,5aR,9bS)-3,3a,4,5,53,9b-hexahydro-3,5a,9-trimethylnaphto  [1,2-b] furan-
2,8-dione]

3,4-Dihydro-2-methoxy-2-methyl-4-phenyl-2H,5H, pyrano[3,2-c]-[1]benzopyran-5-one
(cyclocoumarol)

3-(1-Naphthyl)-4-hydroxycoumarin

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

Tetraethyl pyrophosphate; TEPP (ISO)

a-Piperidin-2-ylbenzyl acette laevorotatory threoform (levophacetoperane) and its salts
Sulphonamides (sulphanilamide and its derivatives ...) and their salts (rest of entry is correct)
Xylometazoline* and its salts

2-[4-Methoxybenzy!-N-(2-pyridyl)aminojethyldimethylamine maleate

Furo[3,2-g]chromen-7-one and its ... (rest of entry is correct)

ANNEX 6

List referred to in Article 12 (2)

« Nachstehende Punkte werden wie folgt berichtigt :

ANHANG II

S1.

67.

72.

81.

128.

130.

132.

143.

156.

196.

2,2,6-Trimethyl-piperidin-4-yl-benzoat

Phenylbutazonum*

Nitroderivate des Carbazols

24-Diaminoazobenzol-hydrochlorid-citrat (Chrysoidin-hydrochlorid-citrat)
2-Diathylaminoithyl-4-phenyl-3-hydroxy-benzoat und seine Salze
3-Didthylaminopropyl-cinnamat

N,N’-Bis-(didthyl)-N,N"-bis- (o-chlorbenzyl)-N,N’-(4,5-dioxo-3,6-diaza-octamethylen)-diammo-
nium-Salze (z. B. Ambenonii chloridum*)

1,1-Bis-(dimethylaminomethy!)-propyl-benzoat (Amydricaine) und seine Salze
N-(4-Amino-4-oxo-3,3-diphenyl-butyl)- ...

... (Endrin)
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204. Athyl-2,2-bis-(4-hydroxy-3-cumarinyl)- ...
216. 2-Isopropyl-4-pentenoyl-harnstoff (Apronalid)

234. 3,4-Dihydro-2-methoxy-2-methyl-4-phenyl-2H,5H-pyrano [3,2-c] [1] benzopyran-5-on
(Cycocumarol)

254. Acenocoumarolum*

281. Physostigma venenosum Balf.

284. (—)-L-Threo—a-phenyl-2-piperidinomethanol-acetat (Levophacetoperan) und seine Salze
318. Glycoside der Thevetia neriifolia Juss.

340. p-tert.-Butyl-phenol und seine Derivate

341. p-tert.-Butyl-brenzcatechin

347. Pyribenzaminum*

351. Dibromsalicylanilide ...

358. Eurocumarine [z.B. Trioxysalenum* 8-Methoxypsoralen], ausgenommen normale Gehalte in
natiirlichen itherischen Olen

ANHANG III — Teil 2

d) Violett, braun, schwarz und weiss:
Nr. 21 77 891 E 171, Titandioxid (und seine Gemische mit Glimmer)
Nr. 23 75170 Guanin oder Perlglanz-Mittel

ANHANG IV — Teil 2

Fuflnote 2 zur Uberschrift:

..., daf8 der Farbstoff nicht zur Herstellung von kosmetischen Mitteln verwendet werden darf, die mit
den Schleimhiuten des Auges in Berithrung kommen kénnen . ...

d) Violett, braun, schwarz und weif3:
Nr. 6 77 163 Wismutoxichlorid (und seine Verbindungen mit Glimmer)
ANHANG V

4. p-Phenylendiamin und seine Salze
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ANNEX 7

List referred to in Article 12 (3)

« BIJLAGE 1I

15.

34.

182.

21S.

220.

221.

250.

268.

291.

314.

315.

340.

341.

...Rouwolfia

. . .genzopyran
Etheenoxyde
Ipecacuanha Uragoga Bailloen
Babituurzuur

... bijlage IV

... alkalische zouten
... alkalische zouten
Prunus Laurocerasus
Tetrachloortetheen
Tetrachloorkoolstof
p-butyltert.-

p-butyl tert.-

Wordt gelezen:
Rauwolfia
benzopyran

Ethyleenoxide

Uragoga ipecacuanha Baill.

Barbituurzuur
bijlagen IV en V
alkalizouten
alkalizouten

Prunus laurocerasus
Tetrachloorethyleen
Tetrachloorkoolstof
p-tert. butyl ...

p-tert. butyl ... »



