x
REPUBLIC OF TURKEY :

MINISTRY OF AGRICULTURE AND RURAL AFFAIR
GENERAL DIRECTORATE PROTECTION AND CONTROL

COUNTRY REPORT
By
H.Haluk ASKAROGLU

IPA- Intraductry Meeting on the participation of Candidate
and Potential Candidate Countries in the European Medicines
Agency Activities, 1-2 February 2010, London -UK

ORGANIZATIONAL STRUCTURE OF MINISTRY OF

AGRICULTURE AND RURAL AFFAIRS (MARA)

MINISTER |
[ EXECUTIVE SECRETARY | ||| - |l MINISTRY COUNSELLOR ||
[[_PRESS AND PUBLIC RELATIONS | || UNDER-SECRETARY || [ AGRICULTURAL COUNSELLOR |
[ THEBOARD OF HIGH STEWARDS | 1
| DEPUTYUNDER-SECRETARY | | _AuDITcommissioN ||
1
DEPENDENT AND
AUDIT AND AUXILIARY CENTRAL SERVICE ENDENT RURAL UNITS
ADVISORY UNITS DEPARTMENT UNITS ST
DIRECTORATE OF GD OF AGRICULTURAL DIRECTORATE OF PROVINCIAL
STRATEGY GD OF PERSONNEL " PRODUCTION AND DEVELOPMENT " AOC DIRECTORATES
DEVELOPMENT o " GDOF " — DISTRICT
ADMINISTRATION AGRICULTURAL RESEARCH AGRIGULTURAL DIRECTORATES
LAWC%UN'\I‘TSEL'—OR AND FINANCE obor REFORM =ESEARCH
PROTECTION AND CONTROL INSTITUTES

DEPARTMENT OF PRODUCTION
SECRETARIAT OF FOREIGN RELATION AND STATIONS

CIVIL DEFENCE EU COORDINATION PROVINCIAL
GD OF SUPPORT AND CONTROL LABS.

" ORGANIZATION "

AGRICULTURAL
QUARANTINE DIR.

|| WAREHOUSE AND
CUSTOMS VET. DIR.




ORGANIZATIONAL STRUCTURE OF GDPC

1 1
DEPUTY DEPUTY
GENERAL GENERAL
DIRECTOR DIRECTOR

ANIMAL HEALTH DRUG-DEVICE
Number of employees;20 SERV.DEPT SERV.DEPT
DIR.OF
VETERINARY DIR.OF DRUGS
LAB SERV. DIVISION
DIVISION

Cx
- Distribution of Responsibilities

Geongwil Diveetyeiis
uf
Wrotgeiion znd Coniegl
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O Authorization l

o Sales and Distiribution District g‘i‘gctorates

Veterinary Research Institutes (9)

o Manufactoring places and
laboratories

o Control
o Import,
o Export
O Pricing




Pharmacovigilance System

O Authorized Products on Web (www.kkgm.gov.tr)
o Vaccination Monitoring System established on VIS

o Controls Methods ;

e Routine Control ,

e Up on Complaint
o Storages for Veterinary Medicinal Products
o Manifacture Places
o Animal Husbandaries

o Places of Sales

Pharmacovigilance System

o Inspections are carried out by;
o General Directorate of Protection and Control,
o Provincial Directorates of MARA,

o Institute Experts

o0 Quality Controls of Pharmaceuticals
o Pendik Veterinary Control and Research Institute
O Quality Controls of Veterinary biological Products

o Bornova Veterinary Control and Research Institute
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DOMESTIC PRODUCTION

To grant the Operation Licences to Manufacturing
Sites

e The technical and hygienic conditions should meet the requirements

O To grant the Pre-Licences to the products to be
manufactured

e The National Commission For Production Pre-Licences evaluate
thedossiers and meet every 3 months for decision.

O To grant The Sales Authorization to the manufactured
products,
e Sampling,
e Quality Control;
o Efficacy
o Safety
o Sterility

Veterinary Medicinal Products

Importing Firms 33 44
Imported Authorized Products 413 702
Domestic Manufacturing Firms 11 54

Domestic Authorized Products 108 1522




Alignment with in the EU

O Not fully alligned with EU legislation

O In Two Years

e Establishment of Risk Analysis Method for Import and Domestic
products,

e Preparation of Marketing Authorization Directive aligned with
EU Legislation

e Reneweal of all Marketing Authorization dossiers

e Continious of GMP Legislation preparation,

Continious of Full alignment studies.

o Lack of GMP authority.

Challanges

O Weaknesses of market surveillance system,

o Lack of qualified personnel,

o Lack of inspector,

O Insufficient bioequivalance studies for
Pharmaceuticals







