OE R U R QIR EAVEEKELE Q E S8 O KRS 1L 5K 0 M m B AR H
(O=r) URPREREZMEHA QT LR~ X E LN

() SZHEZVQCEERIEHN Q N UK QMR RE (OS~) URP

REREMHCHERE

R 4+-<E Bmi|+Him Nedaypap

R +-<E Hmi|4+11m RREBHY

BRI+ <KE Hm +Rm KEbhik

(RIBEnIieEk | < Hdb)
m X =D

g 1 R LR R IR
MMEABM%E% ............................................................................... I .quA..n

EEHE QERERERIYC KIS s MR N (OSA) R0 (RETEREMHIC RS | Pl |



=)

=

o

(B R LR IR EVEEHKELY QE R C Mg oM IIRME (03~ NER
ORERZEH S HEH LR OREIX)

(O R ZHE)

HIEAN-0 O WREIH S L O#AE KEE 1 | FEREmUNA A AN R PER0 QU BB YRR
DREVESKELVOECHEN (K- MBHY) Vi ) RHHKNSORMNETW 1 CHERKY
JURY SORMER | EXOR ERERQ KKE LK OBHBHIRHE (03~ NERHCREREEH
RORR | EXDR ELLLCH VNI RERENL.Q O VB ORKDIE O #+°

R B ERCEKRETHELA 0 VRESEIe0Q L0 1) QHIERDY QIS dtin
SKEN ) S ER MR 0 IR FRE-VETHEO S E S UV ER 02 U807 WV edmiikitime -
HiEQmE Q mMURRAVHFC M VWM RNT O P

KED FHNESERIQNERD” 1)) KN E & O WK O #4°
I KERm [+ [mENA A AN

BEEHODREELRKE
SEHEKE K4 |

B E RN AR IR R IR X
NAEN==T AN LY DR

EEHES Q BaiEhRs S Ik T ol nEIEE (OSr) URPwe RERSHEHICHHEIE

(Japanese Note)
Brussels, April 22, 2016
Sir,

I have the honour to propose, on behalf of the
Government of Japan, that Sections I and II of Part B of
the Sectoral Annex on Good Manufacturing Practice (GMP) for
Medicinal Products of the Agreement on Mutual Recognition
between Japan and the European Community, done at Brussels "
on April 4, 2001 (hereinafter referred to as the
“Agreement”) be replaced by the Sections I and II of Part B
attached to this Note, in accordance with subparagraph 3(b)
of Article 15 of the Agreement.

I have further the honour to propose that, if the
above proposal is acceptable to the European Union, it is
suggested that this Note and your reply to that effect
shall be regarded as constituting an agreement between the
Government of Japan and the European Union on this matter
which shall enter into force on the date of your reply.

I avail myself of this opportunity to extend to you
the assurance of my high consideration.

(Signed) Keiichi Katakami
Ambassador Extraordinary
and Plenipotentiary of Japan
to the European Union

Mr. Jean-Luc Demarty
Director-General
Directorate-General for Trade
European Commission
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PART B

SECTION I: THE APPLICABLE LAWS, REGULATIONS
AND ADMINISTRATIVE PROVISIONS STIPULATING
MEDICINAL PRODUCTS, GMP REQUIREMENTS FOR

MEDICINAL PRODUCTS, VERIFICATION AND CONFIRMATION
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EUROPEAN UNION

JAPAN

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 (0J L 311 of
28.11.2001, p. 67) and
amendments thereto

Directive 2001/20/EC of
the European Parliament
and of the Council of 4
April 2001 on the :
approximation of the laws,
regulations and
administrative provisions
of the Member States
relating to the
implementation of good
clinical practice in the
conduct of clinical trials
on medicinal products for
human use (0J L 121,
1.5.2001, p. 34) and
amendments thereto

Commission Directive
2005/28/EC of 8 wwhuw 2005
laying down principles and
detailed guidelines for
good clinical practice as
regards investigational
medicinal products for
human use, as well as the
requirements for
authorisation of the
manufacturing or
importation of ‘such
products (0J L 91,
9.4.2005, p. 13) and
amendments thereto

The Law on Securing
Quality, Efficacy and
Safety of Products
including Pharmaceuticals
and Medical Devices (Law
No. 145, 1960) and
amendments thereto

Cabinet Order of the Law
on Securing Quality,
Efficacy and Safety of
Products including
Pharmaceuticals and
Medical Devices (Cabinet
Order No. 11, 1961) and
amendments thereto

Ordinance of the Law on
Securing Quality, Efficacy
and Safety of Products
including Pharmaceuticals
and Medical Devices
(Ordinance of the Ministry
of Health and Welfare

No. 1, 1961) and
amendments thereto
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Regulation (EU)

No 536/2014 of the
European Parliament and of
the Council of 16 April
2014 on clinical trials on
medicinal products for
human use, and repealing
Directive 2001/20/EC (OJ

L 158, 27.5.2014, p. 1)
and amendments thereto

Commission Directive
2003/94/EC of 8 October
2003 laying down the
principles and guidelines
of good manufacturing
practice in respect of
medicinal products for
human use and
investigational medicinal
products for human use (OJ
L 262, 14.10.2003, p. 22)
and amendments thereto

Commission Delegated
Regulation (EU)

No 1252/2014 of 28 May
2014 supplementing
Directive 2001/83/EC of
the European Parliament
and of the Council with
regard to principles and
guidelines of good
manufacturing practice for
active substances for
medicinal products for
human use (0J L 337,
25.11.2014, p. 1) and
amendments thereto

Current versions of the
Guide to good
manufacturing practices
contained in volume IV of
Rules governing medicinal
products in the European
Union and the Compilation
of the European Union
Procedures on Inspections
and Exchange of
Information

Pharmaceuticals Designated
by the Minister for
Health, Labour and Welfare
under the provisions of
subparagraphs 6 and 7 of
Article 20(1) of the
Cabinet Order of the Law
on Securing Quality,
Efficacy and Safety of
Products including
Pharmaceuticals and
Medical Devices, and under
the provisions of
subparagraphs 6 and 7 of
Article 96 of Ordinance of
the Law on Securing
Quality, Efficacy and
Safety of Products
including Pharmaceuticals
and Medical Devices
(Notice of Ministry of
Health, Labour and Welfare
No. 431, 2004) 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

Ministerial Ordinance for
the Standard of
Manufacturing Control and
Quality Control for Drugs
and Quasi Drugs (Ordinance
of the Ministry of Health,
Labour and Welfare

No. 179, 2004) and
amendments thereto
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SECTION II: COMPETENT AUTHORITIES
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EUROPEAN UNION

JAPAN

Competent Authorities of the
European Union are the
following authorities of the
Member States of the European
Union or authorities succeeding
them:

Austria

Osterreichische Agentur fir
Gesundheit und
Erndhrungssicherheit GmbH

Belgium

Federaal Agentschap voor
geneesmiddelen en
gezondheidsproducten / Agence
fédérale des médicaments et
produits de santé

Bulgaria
VBMBJIHUTEJIHA ATEHIVA IO
JIEKAPCTBATA

Croatia
Agencija za lijekove i
medicinske proizvode (HALMED)

Cyprus
DUPPOKEVUT LKEG Yrnpeoleg,
Ynoupye o Yyelag

Czech wwncvwwn
Statni Ustav pro Kontrolu Léciv
(SUKL)

Denmark
Legemiddelstyrelsen

Estonia
Ravimiamet

Finland
Ladkealan turvallisuus- ja
kehittamiskeskus

France

Agence nationale de sécurité du
médicament et des produits de
santé - (ANSM)

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

Bundesinstitut fiir Arzneimittel
und Medizinprodukte (BfArM)
Paul-Ehrlich-Institut (PEI)
Bundesinstitut fir Impfstoffe
und biomedizinische
Arzneimittel (biologicals only)

Greece

Ethnikos Organismos Farmakon
(EOF) (EONIKOX OPTANIZMOX
®APMAKQN)

Hungary

Orszagos Gybgyszerészeti és
Elelmezés-egészségiigyl Intézet
(OGYEI)

Ireland
Health Products Regulatory
Authority (HPRA)

Italy
Agenzia Italiana del Farmaco

Latvia
Zalu valsts agentiira

Lithuania
Valstybiné vaistu kontrolés
tarnyba

Luxembourg

Ministére de la Santé, Division
de la Pharmacie et des
Médicaments

Malta
Medicines Authority

Netherlands
Inspectie voor de
Gezondheidszorg (IGZ

Poland
Gioéwny Inspektorat
Farmaceutyczny (GIF)

Portugal

INFARMED - Autoridade Nacional
do Medicamento e Produtos de
Saude, I.P

SEHEE QRSN ClxknE UKol MR (OSA) URPwe RERFREEHIC R




EEHES S BaighRSH S IKiKiT oIS (OSn) URPwe RERSEHICHHEIE

A—din
B o

KRN
[ kB S BRI (0 DM )
Ko7 1N

X871 SRR MEERIE (~<N S
~)

KYNDN
K N R i ERE

KA H—IR N
Gy

HE
R R R

HEEK
[SERNE LI

Romania

Agentia Nationald a
Medicamentului si a
Dispozitivelor Medicale

Slovakia
Statny ustav pre kontrolu
lie¢iv (SUKL)

Slovenia

Javna agencija Republike
Slovenije za zdravila in
medicinske pripomocCke (JAZMP)

Spain

Agencia Espafiola de
Medicamentos y Productos
Sanitéarios

Sweden
Likemedelsverket

United Kingdom
Medicines and Healthcare
Products Regulatory Agency

European Union
European Medicines Agency
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(European Union Note)

Brussels, April 22, 2016

Excellency,

I have the honour to acknowledge the receipt of Your
Excellency’s Note of today’s date, which reads as follows.

Y (Japanese Note)”

I have the honour to inform Your Excellency, on behalf
of the European Union, that the European Union accepts the
above proposal of the Government of Japan and to confirm
that Your Excellency’s Note and this reply shall be
regarded as constituting an agreement between the European
Union and the Government of Japan on this matter which
shall enter into force on the date of this reply.

I avail myself of this opportunity to extend to Your
Excellency the assurance of my highest consideration.

(Signed) Jean-Luc Demarty
Director General

Directorate-General for Trade
European Commission

His Excellency

Mr. Keiichi Katakami
Ambassador Extraordinary

and Plenipotentiary of Japan
to the European Union
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