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Article 8

Good manufacturing practicel.

The manufacture of cosmetic products shall comply with good manufacturing practice
with a view to ensuring the objectives of Article 1.2.

Compliance with good manufacturing practice shall be presumed where the
manufacture is in accordance with the relevant harmonized standards, the references

of which have been published in the Official Journal of the European Union.
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Article 11

Product information file.

1. When a cosmetic product is placed on the market, the responsible person shall
keep a product information file for it. The product information file shall be kept for a
period of ten years following the date on which the last batch of the cosmetic product

was placed on the market.
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2. The product information file shall contain the following information and data which
shall be updated as necessary:
(a) A description of the cosmetic product which enables the product information file to
be clearly attributed to the cosmetic product;
(b) The cosmetic product safety report referred to in Article 10(1);
(c) A description of the method of manufacturing and a statement on compliance with
good manufacturing practice referred to in Article 8;
(d) Where justified by the nature or the effect of the cosmetic product, proof of the
effect claimed for the cosmetic product;
(e) Data on any animal testing performed by the manufacturer, his agents or
suppliers, relating to the development or safety assessment of the cosmetic product
or its ingredients, including any animal testing performed to meet the legislative or
regulatory requirements of third countries.
3. The responsible person shall make the product information file readily accessible
in electronic or other format at his address indicated on the label to the competent
authority of the Member State in which the file is kept.
4. The information contained in the product information file shall be available in a
language which can be easily understood by the competent authorities of the
Member State.
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Article 4

Responsible person.

1. Only cosmetic products for which a legal or natural person is designated within the
Community as ‘responsible person’ shall be placed on the market.

2. For each cosmetic product placed on the market, the responsible person shall
ensure compliance with the relevant obligations set out in this Regulation.

3. For a cosmetic product manufactured within the Community, and not subsequently
exported and imported back into the Community, the manufacturer established within
the Community shall be the responsible person

The manufacturer may designate, by written mandate, a person established within
the Community as the responsible person who shall accept in writing

4. Where, for a cosmetic product manufactured within the Community, and not
subsequently exported and imported back into the Community, the manufacturer is
established outside the Community, he shall designate, by written mandate, a person
established within the Community as the responsible person who shall accept in
writing.

5. For an imported cosmetic product, each importer shall be the responsible person
for the specific cosmetic product he places on the market.

The importer may, by written mandate, designate a person established within the
Community as the responsible person who shall accept in writing.

6. The distributor shall be the responsible person where he places a cosmetic
product on the market under his name or trademark or modifies a product already
placed on the market in such a way that compliance with the applicable requirements
may be affected.

The translation of information relating to a cosmetic product already placed on the
market shall not be considered as a modification of that product of such a nature that

compliance with the applicable requirements of this Regulation may be affected.
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