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Anteil der Generika im Apothekenmarkt

in Prozent

Jahr Packungen Umsatz
2002 44,4 %, 24,0 %
2003 45,6 % 24,5 %
2004 45,3 % 25,3 %
2005 45,9 % 25,4 %
2006 46,6 % 24,6 %
2007 48,7 % 23,0 %

Quelle: InsightHealth, VFA
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Generikaanbieter im Markt

Anzahl der Anbieter

unmittelbar

Monat des nach
Patentablaufs  Patentablauf nach 1 Jahr aktuell
Olanzapin Nov 2007 5 n/a 15
Sumatriptan Mrz 2006 2 17 18
Tamsulosin Feb 2006 23 25 27
Finasterid Apr 2007 8 n/a 23
Azithromycin Apr 2006 13 i6 18

Quelle: InsightHe:
VFA

17.03.2008/wi



d
Verband Forschender
Arzneimittethersteller e.V.

Entwicklung des Generika-Marktanteils
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Anlage 4

Zur VFA Stellungnahme vom ....
II1. Generikamarkt

Remarks on the generic market analysis

As expected, the preliminary report has revealed that the generic

competition in Germany is among the most intense in Europe. One

indicator however - the average time to entry following loss of

exclusivity (p. 67 f.) - shows Germany on average only with a val- Seite 1/2
ue of 7 months time lag. This is inconsistent to the other indicators

and also a contradiction to our experience in the German market.

The entry time lag is determined by the end of data protection and
the entry date of the first generic. Since we have no information
about data protection we can't calculate the time lag ourselves.
But we have information about the entry dates of generics. This
data is provided to us by the market research firm:

Insight Health
Auf der Lind 10
D 65529 Waldems-Esch

email: info@insight-health.de
Website: www.insight-health.de

The market data of Insight Health shows in several cases signifi-
cant discrepancies to the data provided by IMS Health and used in
the Preliminary Report.

The differences are documented in the attached table. Considera-
ting the correct entry dates will lead to a significant reduction of
the calculated average time lag.

In addition, a check-up of the market share of substances with an
extremely long time lag shows that most of them have little mar-
ket significance whereas substances with a high market share have
short or no time lag. The reason for long time lags therefore is a
lack of market attractivity for the generic providers, not a blocking
strategy of the originator companies. The calculation of an un-
weighted average is therefore biased. We strongly propose that the

calculation of the average time lag should be weighted by value. :';1“15;‘;9‘?_‘9'3‘2‘3
erlin

Telefon 030 20604-0
Telefax 030 20604-222
www.vfa.de

Hauptgeschaftsfiihrerin
Cornelia Yzer
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Table: 1: Discrepancy between market entry time lags for generics

Molecule Date of first Time lag
generic entry calculated
IMS Insight IMS Insight
Health {Month after protection
expiry)
Fentanyl 2005712 2005/08 5 1
Fluticasone 2007/03 2007/01 24 22
Seite 2/2
Pergolide 2004/08 2004/01 6 -1
(early entry)
Cefixime 2005/01 2003/07 16 -2
Buserelin 2007/10 no generic 92 ' n/a
competition
Itraconazole 2005/11 2002/09 23 (early entry?)
Flupirtine 2006/04 1996/09 56 (early entry/
license?)
Ampicillin + 2004/11 2004/06 17 12
Sulbactam i -
Meloxicam 2005/08 2005708 20 3*

Source: Insight Health, VFA

*Data protection until 2005/05 (internal data from company)
n/a = non-applicable
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Neue Wirkstoffe in Deutschland

Anzahl

= Anzahl

= Linearer
Trend
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Quelle: Pharmazeutische
Zeitung, VFA
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Chart: Time elapsed between first world application in any market and launch in particular
market 1996-2000, 1997-2001, 1998-2002, 1999-2003
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Chart b: Average pricing and reimbursement delay for EMEA and non-EMEA approved molecules
{May 2004)
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