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Current Regulatory Challenges Regarding Pharmaceuticals

| Who should attend?

This international conference will be of interest to managing
directors and co-workers of the pharmaceutical industry,
especially from the following departments:

I Marketing authorisation
I Clinical trials & medical affairs

| Opening address

Minister of Health, Eugeni Jelev
Ministry of Health

Rector, Prof. Vanyo Mitev
Medical University - Sofia

Dean, Prof. Nikolai Lambov
Faculty of Pharmacy, Medical University - Sofia

Dean, Prof. Tzekomir Vodenicharov
Faculty of Public Health, Medical University - Sofia

Dr. Emil Hristov
Executive Director, Bulgarian Drug Agency

| Speakers

Assoc. Prof. Dr. lvanka Atanasova

Director of Marketing Authorisation Department, BDA
Bulgarian member of the CMDh

Prof. Dr. Daniel Brasseur

Federal Agency for Medicines and Medicinal Products,
Belgium,

Chairman of the PDCO at the EMEA

Dr. Borislav Borisov

Former director of the BDA, Bulgaria

Tzvetomir Deliyski

Head of Division Validation and procedure administration,
Department Marketing Authorisation of Medicinal Products,
BDA,

Bulgarian representative at EudraPharm, Eudratrack CTS,
eCTD and alternative delegate in the CMD(h) and PIM

Deyan Denev

Executive Director, Association of the Research-based
Manufacturers in Bulgaria

Assoc. Prof. Dr.
Tatyana Benisheva-Dimitrova, MDRA,

Faculty of Public Health, Medical University - Sofia

Truus Janse-de Hoog

Medicines Evaluation Board, The Netherlands,
Chair of the CMD(h)

Dr. Susanne Keitel

Director, European Directorate for the Quality of Medicines
& HealthCare (EDQM), France

Assoc. Prof. Dr. Dobri Konstantinov
Bulgarian representative in the Paediatric Committee
(PDCO)

Mag. Pharm. Rozalina Kulaksazova

Head of Division Medicinal Information and International
relations, Department Pharmacovigilance and Medicinal
Information, BDA,

Bulgarian representative in the working group on quality
review of documents (QRD)

Prof. Dr. Johannes Lower

President of the Paul-Ehrlich-Institut, Federal Agency for
Sera and Vaccines, Germany

Acting Director of the Federal Institute for Drugs and
Medical Devices (BfArM), Germany

Prof. Guenka Petrova, DSc

Vice-rector of the Medical University - Sofia

Prof. Dr. Dimiter Terziivanov

University Hospital, ”St. lvan Rilski“, Sofia
Head of Clinic of Clinical Pharmacology and
Pharmacokinetics, Bulgarian CHMP member

Svetlana Zaharieva

Head of Division Quality Assessment, Department
Marketing Authorisation of Medicinal Products, BDA,
Bulgarian representative in the Quality Working Party

N.N.

Association of Bulgarian Pharmaceutical Manufacturers

This conference is supported by E)(T ED O

IABG Life Sciences Solutions

EXTEDO is a key services and solutions provider in the field
of regulatory data and document management for Life
Sciences industries and authorities (Pharmaceutical, Crop
Science, Chemicals):

I Submission Management (eCTD)

I Document Management

I Pharmacovigilance Management (E2B)
1 Labeling Management (PIM/SPL)

I Project Management

EXTEDO being globally represented, services more than
600 Life Sciences organisations in more than 50 countries.
www.extedo.com




Your programme on 28 November 2008, 8.45 a.m. - 6.00 p.m.

| Time table

> 8.45a.m.
Opening address

1 from the Ministry of Health -

Minister of Health, Eugeni Jelev
1 from the Medical University -

Rector, Prof. Vanyo Mitev,

Dean, Prof. Nikolai Lambov, Faculty of Pharmacy

Dean, Prof. Tzekomir Vodenicharov, Faculty of Public Health,
1 from the Bulgarian Drug Agency

Executive Director, Dr. Emil Hristov

Session 1:

Marketing authorisation procedures two
years after the accession - experiences
of 2008

Chair: Dr. Daniel Brasseur
Co-Chair: Prof. Dr. Dimiter Terziivanov

> 9.15a.m.

I MA procedures two years after accession
Tzvetomir Deliyski

> 9.45am.

I The network of The Heads of Medicines Agencies after
EU enlargement
Marketing authorisation in the enlarged EU,
new responsibilities within the CHMP in the enlarged EU
Prof. Dr. Johannes Léwer

> 10.30 a.m.
1 The MRP/DCP experience in the EU
Truus Janse-de Hoog

11.15-11.30 a.m. coffee break

Session 2:
Patient information for medicinal
products in the EU

Chair: Truus Janse-de Hoog
Co-Chair: Assoc. Prof. Dr. lvanka Atanasova

> 11.30 a.m.

I The package leaflet - regulatory update
Truus Janse-de Hoog
User testing; Braille requirements

> 12.00 a.m.
I QRD templates - implementation in Bulgaria
Mag. Pharm. Rozalina Kulaksazova

> 12.30 a.m.

1 Additional requirements for marketing authorisations
in the EU
Dr. Borislav Borisov
User testing; environmental risk assessment

1.00 - 2.00 p.m. lunch

Session 3:

Medicines for children in the EU
Chair: Dr. Susanne Keitel,
Co-Chair: Assoc. Prof. Dr. Dobri Konstantinov

> 2.00 p.m.

1 Experience with the new paediatric legislation
Prof. Dr. Daniel Brasseur
Development of medicinal products for paediatric use -
a one-year experience with the PDCO

> 2.45p.m.

I Medicines for children in the EU - the Bulgarian point of
view
Assoc. Prof. Dr. Dobri Konstantinov

> 3.15p.m.

1 Summary of sessions 1 - 3: Challenges for applicants/
marketing authorisation holders
Prof. Guenka Petrova, Assoc. DSc.;
Assoc. Prof. Dr. Tatyana Benisheva-Dimitrova, MDRA

3.45 p.m. coffee break

Session 4:

Variations in the EU
Chair, Prof. Guenka Petrova, DSc.
Co-Chair: Deyan Denev

> 4.00 p.m.
I The new EU variation regulation
Dr. Susanne Keitel

> 4.30 p.m.

1 The industrial point of view
N.N., Association of Bulgarian Pharmaceutical
Manufacturers

> 5.15p.m.
1 Quality-related variations
Svetlana Zaharieva

> 5.45p.m.
I Discussion, closing remarks

> 6.00 p.m.
I End of conference



Current Regulatory Challenges Regarding Pharmaceuticals

Registration

registration@forum-institut.com or

Fax +49 6221 500-555

| Registration Form

[ Yes, | attend the conference
“Current Regulatory Challenges Regarding Pharmaceuticals”

[ I am interested in further information about FORUM-Events and
| agree, that this information is transmitted to me via E-Mail.

Name

Position

Company

Street

Postal Code/City/Country

Tel. No.

Fax No.

E-Mail

Website

Contact person at office

Date, Signature

| How to Register

1 Information:
FORUM - Institut fir Management GmbH
P.O. Box 10 50 60 - D-69040 Heidelberg - Germany

1 Registration-Hotline: +49 6221 500-501
I Conference-No. 08 11900 |

1 Date/Venue:

Friday, 28 November 2008, 8.45 am - 6.00 pm
University Hospital St.Ekaterina

Hall Maxima, Penzo Slaveikov Str. 52,

Sofia, Bulgaria

http://www.uhsek.com

I Fee:
€ 150,-. The fee includes course documentation as well as
mid-session refreshments and lunch.

1 Hotel Accommondation:

Central Park Hotel

106, Vitosha Blvd. - 1463 Sofia, Bulgaria

telephone: (+359 2) 805 81 81, 805 88 88 - fax: 805 87 87
e-mail: reservations@centralparkhotel.bg
www.centralparkhotel.bg

Central Hotel Forum

Bul. , Tzar Boris lll” 41 - Sofia 1612,

Tel.: +359 2 954 44 44,954 91 31 - Fax: +359 2 954 33 33
E-mail: central@central-hotel.com

Hotel Central

Bul. ,,Christo Botev” 52 - Sofia 1301

Tel.: +359 2 981 23 64 - Fax: +359 2 986 45 61
E-mail: central@central-hotel.com

| Information
For detailed information please contact:

Dr. Henriette Wolf-Klein

Department manager
Tel. +49 6221 500-680
h.wolf-klein@forum-institut.de

| Cancellation Policy

An administrative charge of € 50 is due up to two weeks prior to the confer-
ence. Half of the conference fee is due up to one week prior to the confer-
ence; thereafter, the full participation fee is due. In case of a cancellation by
the organiser, submitted registration fees will be fully refunded. No further
claims are possible. The place of fulfilment for all claims is the place of busi-
ness of the organiser.

The place of jurisdiction is Heidelberg. In addition, our standard business
conditions apply (to be found on www.forum-institut.de /agh_en.pdf).

We recommend a seminar withdrawal insurance. You will find further details
on www.erv.de

FORUM e Institut fir Management GmbH ¢ Postfach 10 50 60 * D-69040 Heidelberg

Tel. +49 6221 500-500 -

Fax +49 6221 500-555 -

www.forum-institut.de
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