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Greetings on JAPTA Quarterly Publication

We are happy to announce that we have come to publish JAPTA Quarterly as part of the publicity
activities of our association and | am glad to present my greetings to all the readers as Chairman of
Japan Pharmaceutical Traders’ Association(JAPTA).

The recent activities of our association are tremendously expanding. JAPTA patrticipated for the first
time in CPhl Japan in 2006 and three years later joined CPhl China 2009. We not only exhibited but
also had speakers from PMDA dispatched and explained about the Revised Japanese Pharmaceutical
Law to the local APl manufacturers and organized an information exchange meeting. In addition,
trade cooperation between the two parties has been further promoted by various activities such as
establishing agreement for information exchange.

In 2010 we also had a first speaker on R-PAL from PMDA dispatched to APIC Conference who sent
an invitation to us. (APIC stands for Active Pharmaceutical Ingredients Committee which belongs to
CEFIC, European Chemical Industry Council). This started our relationship with APIC and we have
been working as a go-between with the Japanese regulatory authorities for them. Since last year the
exchange with KPTA (Korean Pharmaceutical Traders Association) was started. In 2005 the Revised-
PAL was implemented and previous legal license of “Pharmaceutical Importer” was abolished and has
been categorized into the license of “pharmaceutical manufacturer” covering packaging, labeling and
storage. At the same time Drug Master File system was also introduced and many of our association
members contracted with their exporting APl manufacturers to be “In-country care-takers to manage
their DMFs. After a few years, the DMF system has turned out to be troublesome with its application
procedures and post-approval management such as change control. It has become important to have
good communication with all the stake-holders such as regulatory authorities, APl manufacturers and
marketing authorization holders.

Despite its pivotal role, our association is not well known among regulatory bodies, medicinal industry,
and others. Our problems are also shared by many of the members and vice versa. Unfortunately we
have had difficulty so far to have those issues well understood by the related sectors since our name
and role are not so well-known.

Thus, we have come to conclude to publish our own bulletin to a wide audience to let it be known about
serious issues and our name as well. We are afraid the JAPTA office may have limited capacity. But we
hope this will be solved by the support of outside services and International and Publicity Committee.
Since we commit ourselves to provide solid contents for every issue for our members and outside
audiences, your contribution and support are very much appreciated.

Hideo Tsunoda
Chairman,Japan Pharmaceutical Traders’ Association
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Active Pharmaceutical Ingredients Committee
(APIC) , CEFIC

Av. E. Van Nieuwenhuyse 4 / box 2

B - 1160 Brussels

Tel: +32 2676 72 11

http://apic.cefic.org
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China Chamber of Commerce for Import & Export
of Medicines & Health Products (CCCMHPIE)
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Korean Pharmaceutical Traders Association
(KPTA)
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Floor11-12, Building 3, Beijing INN, No.6
Nanzhugan Hutong, Dongcheng District, Beijing,
China

Telephone: +86-10-5803 6220

Fax: +86-10-5803 6224

E-mail: info@cccmhpie.org.cn
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Qﬂ CPh I . International Networking Programme
»’ Japan “Stable API Supply for Stable Drug Supply”

SHEEFEYH

Date: 23 April 2014, Starts at 09:30

Organised by: Japan Pharmaceutical Traders’ Association

Supported by: UBM Japan Co Ltd, The Chemical Daily

Venue: Keynote & Special Seminar Room in West Hall 1,2 for Open
Seminar Capacity: 450

Admission: Free of Charge / Pre-registration is required

Language: Simultaneous Interpretation

The stable supply of APIs in Japan is now one of the most critical issues affecting the further expansion of Japan’s generic drug
market. It is now not only impacting the stable supply of generic drugs but also new drugs and OTCs as well.

Auarend vidyr

HSSUEEMEEYH

CPhl Japan 2015 will once again host an international networking programme to create an opportunity to discuss the issue of API
supply face to face among industry and regulatory participants. Last year the programme brought together 600 professionals from
all over the world. This year the programme is inviting representatives from government and industry organisations in Japan and
overseas, and will ask them to suggest how to manage the issue from different points of view.

We expect this conference gives an excellent opportunity for overseas APl suppliers to learn how the Japanese inspection and
DMF systems run and increases the mutual understanding of the related procedures between the overseas suppliers and Japanese
importers and users.

Lion - St

The shared topics of the programme will be:

* A Practical Guide to Japan’s Pharmaceutical Affairs Law for Overseas API Suppliers

* Issues and problems for the Import APIs from Overseas Suppliers

* Comparison between Japanese and overseas regulations on DMF and application procedure for change control in terms of the
GMP.

SPECIAL LECTURES

<Morning Session>

9:30-10:00 | “Opening Statement: Current APIs Trade Issues in Japan”

Speaker: Mr. Hideo Tsunoda, Chairman Japan Pharmaceutical Traders’ Association(JAPTA)

LS

FM i YOI

(L340l v 4y) L34H 02 H ¥ =y G102

TG R H Y R T

10:00-10:45 | EUROPE “Post approval change of Japanese registration dossiers and impact on market supply “
Speaker: Dr. Marie-Claire Dupont-Cayron,Co-Chair, Japan RA Subgroup,
Active Pharmaceutical Ingredients Committee (APIC), CEFIC

10:45-11:30 | KOREA “Korean GMP”

Speaker: Mr. Mr. Kwon Oh Hyun,
Vice Director, Planning & Export Promotion Korea Pharmaceutical Traders Association

11:30-11:35 | Closing Remarks for Morning Session: “Issues to Consider”

Speaker: Mr. Tamotsu Fujino, Advisor,Japan Pharmaceutical Traders’ Association

& V8 €2 HL € BIEAFEs 1600-GTT L

<Afternoon Session> E
Opening Message:” Recap of the morning session and introduction of the speakers” &
Speaker: Mr. Tamotsu Fujino, Advisor,Japan Pharmaceutical Traders’ Association g

@

CHINA “Bilateral Cooperation between China and Japan in Healthcare Area” ©
“Enhance Cooperation, Moving Forward Together” =

Speaker: Ms. Meng Dongping, éﬂ

Vice President,China Chamber of Commerce for Import & Export of Medicines & Health Products (CCCMHPIE) s

w

JAPAN “ Drug Regulatory Review System in Japan,with Focus on Generic Review System and DMF System” §
Speaker: Ms. Keiko Yamamoto, 7

Reviewer Pharmacist, Office of Generic Drugs,Pharmaceutical and Medical Devices Agency (PMDA) §

15:00-15:15 | “Closing Remarks for Afternoon Session and the all lectures.”

Speaker: Mr. Ichiro Fujikawa, Vice President,Japan Pharmaceutical Traders’ Association




