SECTORAL ANNEX
ON
GOOD MANUFACTURING PRACTICE (GMP)
FOR MEDICINAL PRODUCTS

PART A

This Sectoral Annex applies to:

@

(b)

the confirmation of the compliance with GMP
requirements of manufacturing facilities for
medicinal products to which the GMP requirements
of both Parties are applied in accordance with
the laws, regulations and administrative
provisions of each Party specified in Section 1
of Part B of this Sectoral Annex; and

the acceptance of the data generated by confirmed
manufacturing facilities (the certificate issued
by confirmed manufacturing facilities iIn
accordance with the provisions of Part A of this
Sectoral Annex).

For the purpose of this Sectoral Annex:
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(b)

The term “medicinal products” means drugs which
are industrially manufactured for human use as
defined in the laws, regulations and
administrative provisions of Japan specified iIn
Section I of Part B of this Sectoral Annex, and
medicinal products and intermediate products
which are industrially manufactured for human use
as defined in the laws, regulations and
administrative provisions of the European
Community in Section I of Part B of this Sectoral
Annex.

The definition of medicinal products above may
include medicinal products intended for clinical
trials, active ingredients, chemical and
biological pharmaceuticals, immunologicals,
radiopharmaceuticals, stable medicinal products
derived from human blood or human plasma and,
where appropriate, vitamins, minerals and herbal
medicines.

The term “criteria for confirmation” means the
GMP requirements.
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The term *“Good Manufacturing Practice (GMP)”
means that part of quality assurance which
ensures that products are consistently produced
and controlled in accordance with the quality
standards appropriate for their intended use and
as required by the applicable marketing
authorisation or product specifications.

The term *“inspection” means an on-site evaluation
of a manufacturing facility to determine whether
such manufacturing facility is operating iIn
compliance with GMP requirements including the
requirements of the applicable marketing
authorisation or product specifications. Such
inspection is conducted in accordance with the
laws, regulations and administrative provisions
specified in Section I of Part B of this Sectoral
Annex carried out by a Competent Authority listed
in Section 11 of Part B of this Sectoral Annex,
and may include pre-marketing and post-marketing
inspection.

It is understood that the term “amendment”
referred to in Part B of this Sectoral Annex
includes the following cases:

(i) a Party entirely or partially changes its
applicable laws, regulations and/or
administrative provisions listed in Part B
of this Sectoral Annex, whether or not those
names are changed;

-
-
o/

a Party repeals its applicable laws,
regulations and/or administrative provisions
listed in Part B of this Sectoral Annex and
adopts new laws, regulations and/or
administrative provisions substituting for
the previous laws, regulations and/or
administrative provisions, whether or not
the previous names are changed; and

-
-
o/

a Party incorporates the whole or a relevant
part of its applicable laws, regulations
and/or administrative provisions listed in
Part B of this Sectoral Annex into other
laws, regulations and/or administrative
provisions.



3. This Agreement does not cover mutual recognition of
batch release (Kentei) referred to in Article 43 of the
Pharmaceutical Affairs Law (Law No. 145, 1960) of Japan and
batch release referred to in Article 4 of Directive
89/342/EEC of 3 May 1989 and in Article 4 of Directive
89/381/EEC of 14 June 1989 of the European Community.

4. With respect to paragraph 2 of Article 2 of this
Agreement, each Party shall, as a result of the acceptance
of confirmation of manufacturing facilities carried out by
the Competent Authorities of the other Party, accept,
regarding the medicinal products for which its marketing
authorisation has been issued or for which product
specifications are applicable, the certificate issued by
the confirmed manufacturing facilities of the conformity of
each batch to the marketing authorisation or product
specifications and exempt the importers from the testing of
each batch, iIn accordance with the laws, regulations and
administrative provisions of each Party specified in the
Section | of Part B of this Sectoral Annex, taking into
account the equivalence of GMP requirements of both Parties,
provided that:

(a) such certificate i1s issued by the confirmed
manufacturing facilities on the results of a full
qualitative analysis, a quantitative analysis of
all the active constituents and all the other
tests or checks;

(b) the certificate contains a statement that the
product has been manufactured in conformity with
GMP requirements; and

(c) both Parties apply the equivalent GMP
requirements to the products of which the
certificate Is iIssued.

5. In the certificate issued by the confirmed
manufacturing facilities and related to each batch to be
exported, as referred to in paragraph 4 above, it will be
certified, through the testing which is required for the
manufacturing of medicinal products in accordance with the
laws, regulations and administrative provisions of each
Party specified in Section I of Part B of this Sectoral
Annex, that each batch of medicinal products is
manufactured as required by the applicable marketing
authorisation or product specifications of the importing
Party.



6. A sub-committee of the Joint Committee will be
established in particular to monitor the progress of the
preparatory work set out in paragraph 9 of this Sectoral
Annex and the operation of this Sectoral Annex. 1t will
report to the Joint Committee.

7. (a) The Parties will exchange information on, in

(b)
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particular:

(i) GMP for specific products or classes of
products;

(i1) new technical guidance or inspection

procedures;

-
-
o/

quality defects, batch recalls,
counterfeiting and other problems
concerning quality; and

(iv) any suspension or withdrawal of a

manufacturing authorisation.

The Parties will agree detailed alert procedures
through the sub-committee of the Joint Committee
to fulfil specific objectives of this Sectoral
Annex.

Equivalence of GMP for specific products or
classes of products will be coordinated according
to a procedure established by the sub-committee
of the Joint Committee.

Notwithstanding paragraph 6 of Article 8 of this
Agreement, each Party shall provide the other
Party and the Joint Committee with a list of the
confirmed manufacturing facilities at the
frequency to be decided by the Joint Committee.

Each Party will, upon reasoned request by the
other Party, provide a copy of the most recent
Iinspection report on a confirmed facility within
30 days from the date of the request. If the
requested Party conducts an additional inspection,
that Party will provide a copy of the report of
such additional inspection to the requesting
Party within 60 days from the date of the request.
IT after the exchange of inspection reports there
remains serious cause for concern on whether a
manufacturing facility in the other Party
complies with GMP requirements, each Party may
request the other Party to conduct further
inspections on that facility.



() The Competent Authority of a Party will, upon
request by an exporter, importer or the Competent
Authority of the other Party, confirm that a
manufacturing facility In its territory:

(i) 1s appropriately authorised to manufacture
medicinal products in accordance with its
laws, regulations and administrative
provisions specified in Section | of Part B
of this Sectoral Annex;

(i1) 1is regularly inspected by the Competent
Authorities; and

(ii1) complies with its GMP requirements that are
recognised by both Parties as equivalent.

8. With regard to paragraph 2 of Article 5, the exporting
Party shall, in accordance with its applicable laws,
regulations and administrative provisions, inspect
periodically the manufacturing facilities in order to
ensure that the facilities fulfil its GMP requirements set
out in the laws, regulations and administrative provisions
of that Party specified in Section 1 of Part B of this
Sectoral Annex.

9. (a) Articles 2, 4, 5, 7 and subparagraph (a) of
paragraph 2 of Article 10 relating to this
Sectoral Annex and the provisions of this
Sectoral Annex other than paragraph 6 and
subparagraph (b) of paragraph 7 and this
paragraph shall not be applied before the
thirtieth day after the date of exchange of
diplomatic notes confirming each other that the
preparatory work is completed. Such exchange of
diplomatic notes is expected to take place within
18 months after the entry into force of this
Agreement.

(b) Through the preparatory work, the Parties shall
reconfirm the equivalence of GMP requirements and
their implementation through the Joint Committee.
The Joint Committee will decide the detailed
procedures for implementing this Sectoral Annex.



PART B

SECTION 1I:

THE APPLICABLE LAWS, REGULATIONS AND
ADMINISTRATIVE PROVISIONS STIPULATING MEDICINAL PRODUCTS,
GMP REQUIREMENTS FOR MEDICINAL PRODUCTS, VERIFICATION AND

CONFIRMATION

EUROPEAN COMMUNITY

JAPAN

Council Directive
65/65/EEC of 26 January
1965 on the approximation
of provisions laid down by
law, regulation or
administrative action
relating to proprietary
medicinal products and
amendments thereto

Second Council Directive
75/319/EEC of 20 May 1975
on the _approximation of
provisions laid down by
law, regulation or_
administrative action
relating to proprietary
medicinal products and
amendments thereto

Commission Directive
91/356/EEC of 13 June 1991
laying down the principles
and %uidelines of good
manufacturing practice for
medicinal products for
human use and amendments
thereto

Council Regulation (EEC)
No.2309/93 of 22 July 1993
Iaylng down Community
procedures for the
authorisation and
supervision of medicinal
products for human and
veterinary use and
establishing a European
Agency_fgr the Evaluation
of Medicinal Products and
amendments thereto

Pharmaceutical Affairs Law
(Law No.145, 1960) and
amendments thereto

Cabinet Order of the
Pharmaceutical Affairs Law
(Cabinet Order No.11,
1961) and amendments
thereto

Medicinal Products
Designated by the Minister
for Health, Labour and
Welfare under the
provisions of
subparagraphs 7 and 8 of
Article 1-2-2(1) of the
Cabinet Order of the
Pharmaceutical Affairs Law

Notice of the Ministry of

ealth and Welfare No.17,
1994) and amendments
thereto

Ordinance for Facilities
and Equipments for
Pharmacies etc. (Ordinance
of the Ministry of Health
and Welfare No.2, 1961)
and amendments thereto

Ordinance for
Manufacturing Control and
Quality Control for Drugs
and Quasi Drugs (Ordinance
of the Ministry of Health
and Welfare No.16, 1999)
and amendments thereto

Ordinance for Import and
Marketlng Control and
Quality Control for )
Imported Drugs and Quasi
Drugs (Ordinance of the
Ministry of Health and
Welfare No.62, 1999) and
amendments thereto




The latest version of the
“Guide to Good
Manufacturing Practice”,
Volume 4 of The rules
governing medicinal
products in the European
Union and amendments
thereto




SECTION II:

COMPETENT AUTHORITIES

[ EUROPEAN COMMUNITY

JAPAN

Competent Authorities of the
Buropean Community are the
following authorities of the
Member States of the European
Community or aunthorities
succeeding them:

Belgium

Inspection Générale de la
Pharmacie/Algemens
Farmaceutische Inspectie

Denmark
Legemiddelstyrelsen

Germany
Bundesminisgterium fir
Gesundheit
Paul=Ehrlich Institut
(biologicals only)
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spain

Agencia Espanola del
Madicamento,

Subdireccidén General de
Seguridad de Medicamentos

France

Ministére de 1'amploi et de la
aolidarité, Direction générale
de la santé

Agence frangaise de sécurité
sanitaire des produits de santé
(AF55AFS)

Ireland
Irish Medicines Board

Ministry of Health, Labour and
Welfare or an authority
succeeding this ministry




Italy

Ministero della Sanita,
Dipartimento per la Valutazione
dei Medicinali e la
Farmacovigilanza

Luxembourg
Division de la Pharmacie et des
Médicaments

Netherlands

Ministerie van Volksgezondheid,
Welzijn en Sport,

Inspectie voor de
Gezondheidszorg

Austria
Bundesministerium fir soziale
Sicherheit und Generationen

Portugal
Instituto Nacional da Farmacia
e do Medicamento (INFARMED)

Finland
Laakelaitos/Lakemedelsverket

Sweden
Lakemedelsverket

United Kingdom
Medicines Control Agency

European Community
European Agency for the
Evaluation of Medicinal
Products






