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I General legislation — ####i%l Regulation (EC) No. 1935/2004

BIXFTREMEMEFD)/\VIr—IHDHEmICBITUBRVWLSGMP (Good
Manufacturing Practice) ([CEEHILELSURS T RSBV EVWSKBIHRZMTE

Article 3
General requirements
Materials and articles, including active and
intelligent materials and articles, shall be
manufactured in compliance with good
manufacturing practice so that, under normal
or foreseeable conditions of use, they do not
transfer their constituents to food in quantities
which could:
a. endanger human health;
or
b. bring about an unacceptable change in
the composition of the food;
or
c. bring about a deterioration in the
organoleptic characteristics thereof.
The labelling, advertising and presentation of
a material or article shall not mislead the
consumers.
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Article 16
Declaration of compliance

1. The specific measures referred to in Article 5 shall
require that materials and articles covered by those
measures be accompanied by a written declaration
stating that they comply with the rules applicable to
them.

Appropriate documentation shall be available to
demonstrate such compliance. That documentation
shall be made available to the competent authorities
on demand.

2. In the absence of specific measures, this
Regulation shall not prevent Member States from
retaining or adopting national provisions for

declarations of compliance for materials and articles.
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I General legislation — ####i%l Regulation (EC) No. 1935/2004
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II EU Legislation on specific materials 2’SAFv4 1Rl Regulation (EU)
No0.10/2011 (4) BSEESEXEIL(15~165)
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BUTWBLZEEIHIESESF 2R ITLRCTRRSRWV,

Article 15 15
Declaration of compliance i)

AR

()
i

At the marketing stages other than at the retail stage, 1. NSO EHREERECHNT, TIAFVIAE KUK

a written declaration in accordance with Article 16 of o TOELGEDHFREIEENSORG. KUENSOA4H

Regulation (EC) No 1935/2004 shall be available for RUBFE RO EZERIUE YIECDOWVT., #EAI(EC)

plastic materials and articles, products from No 1935/2004MD5516 sECit > EE@AICLIEE

intermediate stages of their manufacturing as well as RAFTEZHDET B,

for the substances intended for the manufacturing of

those materials and articles. 2. F1EOEMAICLIEER. FEHBHLHFETL. (MEEIV
[CEDHDEEZSTRIITNEIRSRN,

The written declaration referred to in paragraph 1

shall be issued by the business operator and shall 3. ESZ(&. ZOFRTONRERIMEL Kz, BiED

contain the information laid down in Annex IV. FRIEEENSORGR. XIINMEZSB(IFETETIEDT
RINER5RV, COEEE (3. MBI RFEZmb 50D

The written declaration shall permit an easy BATICE(LRBR5TLORER (I RISEDKIFREE

identification of the materials, articles or products NEURIBE. IEFHLLWRZENT—ID A FRIHEIC

from intermediate stages of manufacture or BolBSCERENBINE RSN,

substances for which it is issued. It shall be renewed

when substantial changes in the composition or

production occur that bring about changes in the

migration from the materials or articles or when new

scientific data becomes available.
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II EU Legislation on specific materials 2’SAFv4 1Rl Regulation (EU)
No0.10/2011 (4) BSESEXEIL(15~165)

BRESELSDOET. CDESEZIIATIEHICITOIERAS. &4, R, €
TUY) eSO B FEEORENTEREZIIEELVUHRE I I HEN B S,

Article 16
Supporting documents

Appropriate documentation to demonstrate that the 1.
materials and articles, products from intermediate
stages of their manufacturing as well as the
substances intended for the manufacturing of those
materials and articles comply with the requirements

of this Regulation shall be made available by the 2.
business operator to the national competent
authorities on request.

That documentation shall contain the conditions and
results of testing, calculations, including modelling,
other analysis, and evidence on the safety or
reasoning__demonstrating compliance. Rules for
experimental demonstration of compliance are set
out in Chapter V.
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