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e General licences (august 2009)
— Approx. 13.000
— Plus approx. 23.000 pharmacy shops

e Domestic trade

— Approx. 25.000 records per day
— Approx. 6.000.000 records in 2008

e International trade
— Approx. 5.000 import authorizations per year
— Approx. 5.000 export authorizations per year
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e paper reports by permission holder (on a 6-month basis)
per substance (on sait-basis) Of
— Inventory
— Quantities
e Manufactured
e Traded Domestically
e Traded International (Imports / Exports)
e Losses
e Destructions

— Balances

e Subseguent assessment of these reports
— to ensure control according to conventions & national 88
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e |Inspections
— conducted at all general permission holders
— conducted every two-years according to national 88
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e National Drug Control Software since 2000
— Replaced a previous software

e To support (inter-)national control of
— Substances/preparations according to 1961 Convention
— Substances/preparations according to 1971 Convention
— Substances according to 1988 Convention

e To generate reports for the INCB

— Since 2008 generation of NDS-compatible .xml reports
(1961, 1971 Convention)
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e Quadruplicate record for each consignment

— original to be sent to BfArM

e BfArM: Scan record - OCR — Database
Remember: 25.000 records per day

— 1st copy to be sent with consignment, signed by
consignee and returned to sender (acknowledgement of

receipt)
— 2nd COpPY to be retained by consignee (delivery note)
— 3rd COpY to be retained by sender (delivery note copy)

e Consignment of 4 products per record

e Records to be archived at least for 3 years
by sender / consignhee

The BfArM is a Federal Institute within the portfolio of the Federal Ministry of Health
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Information on trade record
— (Unique) record number
— Day of consignment
— Permission number, / printed name / sighatureEsgftSemder
— Permission number / printed name of consignee
— Identification number of product
— Quantity (of packaging units)
— Packaging unit
— Dosage form unit
— name of product

— Signature of consignee on 2nd copy

The BfArM is a Federal Institute within the portfolio of the Federal Ministry of Health



adeaID

Domestic trade am

Meeting Ol.—03.09.2009
(Mexico City)

Development(s) planned to be realised

. ReplaCe quadruplicate (by. federal print-office) pre—printed
record with guadruplicate self-printed record

e Change format to DIN A4
e Increase products per record from 4 to.6
e Electronic submission to BfArM

e Old records remain valid
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1961 / 1971 convention

Competent authority Competent authority

Conventijons

§2 &2

Conventions [/
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National 88
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1961 / 1971 convention
Electronic data exchange between Competent authorities

Competent authority Competent authority

v Conventions
————— e &

National §8

Importer Exporter
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e Our Expectation is

— to establish the electronic inter-competent authority data
exchange

— to be able to communicate with NDS software
furthermore

e To do so

— we would like to participate in the development of
electronic data exchange principles

— we have to make efforts to upgrade our BUGIS

The BfArM is a Federal Institute within the portfolio of the Federal Ministry of Health
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