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Directive 2001/83/EC of the European Parliament and of the Council of 6 November
2001 on the Community code relating to medicinal products for human use

TITLE XI

SUPERVISION AND SANCTIONS
Article 111

"1 The competent authority of the Member State concerned shall ensure, by means of
repeated inspections, and if necessary unannounced inspections, and, where appropriate, by
asking an Official Medicines Control Laboratory or a laboratory designated for that purpose
to carry out tests on samples, that the legal requirements governing medicinal products are
complied with.

The competent authority may also carry out unannounced inspections at the premises
of manufacturers of active substances used as starting materials, or at the premises
of marketing authorisation holders whenever it considers that there are grounds for
suspecting non-compliance with the principles and guidelines of good manufacturing
practice referred to in Article 47. These inspections may also be carried out at the request
of a Member State, the Commission or the Agency.

In order to verify whether the data submitted in order to obtain a conformity certificate
comply with the monographs of the European Pharmacopoeia, the standardisation body
of the nomenclatures and the quality norms within the meaning of the Convention
relating to the elaboration of the European Pharmacopoeia” (European Directorate for
the quality of Medicinal Products) may ask the Commission or the Agency to request
such an inspection when the starting material concerned is the subject of a European
Pharmacopoeia monograph.

The competent authority of the Member State concerned may carry out inspections of
starting material manufacturers at the specific request of the manufacturer himself.

Such inspections shall be carried out by officials representing the competent authority
who shall be empowered to:

a inspect the manufacturing or commercial establishments of manufacturers of medicinal
products or of active substances used as starting materials, and any laboratories
employed by the holder of the manufacturing authorisation to carry out checks pursuant
to Article 20;

b take samples including with a view to independent tests being carried out by an Official
Medicines Control Laboratory or a laboratory designated for that purpose by a Member
State;

¢ examine any documents relating to the object of the inspection, subject to the provisions
in force in the Member States on 21 May 1975 placing restrictions on these powers with
regard to the description of the manufacturing method;

d inspect the premises, records and documents of marketing authorisation holders or
any firms employed by the marketing authorisation holder to perform the activities
described in Title IX, and in particular Articles 103 and 104.]

2 Member States shall take all appropriate steps to ensure that the manufacturing
processes used in the manufacture of immunological products are properly validated and attain
batch-to-batch consistency.
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'3 After every inspection as referred to in paragraph 1, the officials representing the
competent authority shall report on whether the manufacturer complies with the principles
and guidelines of good manufacturing practice laid down in Article 47 or, where appropriate,
with the requirements laid down in Articles 101 to 108. The content of such reports shall be
communicated to the manufacturer or marketing authorisation holder who has undergone the
inspection.]

["4 Without prejudice to any arrangements which may have been concluded between the
Community and third countries, a Member State, the Commission or the Agency may require a
manufacturer established in a third country to submit to an inspection as referred to in paragraph
L.

5 Within 90 days of an inspection as referred to in paragraph 1, a certificate of good
manufacturing practice shall be issued to a manufacturer if the outcome of the inspection
shows that the manufacturer complies with the principles and guidelines of good manufacturing
practice as provided for by Community legislation.

If inspections are performed as part of the certification procedure for the monographs
of the European Pharmacopoeia, a certificate shall be drawn up.

6 Member States shall enter the certificates of good manufacturing practice which they
issue in a Community database managed by the Agency on behalf of the Community.

7 If the outcome of the inspection as referred to in paragraph 1 is that the manufacturer
does not comply with the principles and guidelines of good manufacturing practice as provided
for by Community legislation, the information shall be entered in the Community database as
referred to in paragraph 6.]

Textual Amendments
F1  Substituted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.
F2  Inserted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.

Article 112

Member States shall take all appropriate measures to ensure that the holder of the
marketing authorization for a medicinal product and, where appropriate, the holder
of the manufacturing authorization, furnish proof of the controls carried out on
the medicinal product and/or the ingredients and of the controls carried out at an
intermediate stage of the manufacturing process, in accordance with the methods laid
down in Article 8(3)(h).

Article 113

For the purpose of implementing Article 112, Member States may require manufacturers
of immunological products to submit to a competent authority copies of all the control
reports signed by the qualified person in accordance with Article 51.

Article 114

1 Where it considers it necessary in the interests of public health, a Member State may
require the holder of an authorization for marketing:

— live vaccines,
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— immunological medicinal products used in the primary immunization of infants or of
other groups at risk,

— immunological medicinal products used in public health immunization programmes,

— new immunological medicinal products or immunological medicinal products
manufactured using new or altered kinds of technology or new for a particular
manufacturer, during a transitional period normally specified in the marketing
authorization,

to submit samples from each batch of the bulk and/or the medicinal product for
examination [“'by an Official Medicines Control Laboratory or a laboratory that a
Member State has designated for that purpose] before release on to the market unless,
in the case of a batch manufactured in another Member State, the competent authority
of that Member State has previously examined the batch in question and declared it to
be in conformity with the approved specifications. Member States shall ensure that any
such examination is completed within 60 days of the receipt of the samples.

2 Where, in the interests of public health, the laws of a Member State so provide, the
competent authorities may require the marketing authorization holder for medicinal products
derived from human blood or human plasma to submit samples from each batch of the bulk
and/or the medicinal product for testing [*'by an Official Medicines Control Laboratory or a
laboratory that a Member State has designated for that purpose] before being released into free
circulation, unless the competent authorities of another Member State have previously examined
the batch in question and declared it to be in conformity with the approved specifications.
Member States shall ensure that any such examination is completed within 60 days of the receipt
of the samples.

Textual Amendments
F1  Substituted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.

Article 115

Member States shall take all necessary measures to ensure that the manufacturing and
purifying processes used in the preparation of medicinal products derived from human
blood or human plasma are properly validated, attain batch-to-batch consistency and
guarantee, insofar as the state of technology permits, the absence of specific viral
contamination. To this end manufacturers shall notify the competent authorities of
the method used to reduce or eliminate pathogenic viruses liable to be transmitted
by medicinal products derived from human blood or human plasma. The competent
authority may submit samples of the bulk and/or the medicinal product for testing
by a State laboratory or a laboratory designated for that purpose, either during the
examination of the application pursuant to Article 19, or after a marketing authorization
has been granted.

[FArticle 116

The competent authorities shall suspend, revoke, withdraw or vary a marketing
authorisation if the view is taken that the product is harmful under normal conditions of
use, or that it lacks therapeutic efficacy, or that the risk-benefit balance is not positive
under the normal conditions of use, or that its qualitative and quantitative composition
is not as declared. Therapeutic efficacy is lacking when it is concluded that therapeutic
results cannot be obtained from the medicinal product.
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An authorisation shall also be suspended, revoked, withdrawn or varied where the
particulars supporting the application as provided for in Article 8 or Articles 10, 10a,
10b, 10c and 11 are incorrect or have not been amended in accordance with Article 23,
or where the controls referred to in Article 112 have not been carried out.]

Textual Amendments
F1  Substituted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.

Article 117

1 Without prejudice to the measures provided for in Article 116, Member States shall
take all appropriate steps to ensure that the supply of the medicinal product is prohibited and
the medicinal product withdrawn from the market, if the view is taken that:

a the medicinal product is harmful under normal conditions of use; or

it lacks therapeutic efficacy; or

the risk-benefit balance is not favourable under the authorised conditions of use; or
its qualitative and quantitative composition is not as declared; or

the controls on the medicinal product and/or on the ingredients and the controls at an
intermediate stage of the manufacturing process have not been carried out or if some
other requirement or obligation relating to the grant of the manufacturing authorisation
has not been fulfilled.]

o oo o

2 The competent authority may limit the prohibition to supply the product, or its
withdrawal from the market, to those batches which are the subject of dispute.

Textual Amendments
F1  Substituted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.

Article 118

1 The competent authority shall suspend or revoke the marketing authorization for a
category of preparations or all preparations where any one of the requirements laid down in
Article 41 is no longer met.

2 In addition to the measures specified in Article 117, the competent authority may
suspend manufacture or imports of medicinal products coming from third countries, or suspend
or revoke the manufacturing authorization for a category of preparations or all preparations
where Articles 42, 46, 51 and 112 are not complied with.

[ Article 119

The provisions of this Title shall apply to homeopathic medicinal products.]

Textual Amendments
F1  Substituted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.
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(M) [MOJL 158,25.6.1994, p. 19.]

Textual Amendments
F1  Substituted by Directive 2004/27/EC of the European Parliament and of the Council of 31 March 2004
amending Directive 2001/83/EC on the Community code relating to medicinal products for human use.
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